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The Health Committee is appointed to examine on behalf of the House of Commons the 
expenditure, administration and policy of the Department of Health (and any associated public 
bodies). Its constitution and powers are set out in House of Commons Standing Order No. 
152) 


The Committee has a maximum of eleven members, of whom the quorum for any formal 
proceedings is three. The members of the Committee are appointed by the House and unless 
discharged remain on the Committee until the next dissolution of Parliament. The present 
membership of the Committee is as follows:! 


Mr David Amess MP (Conservative, Southend West) 
Mr John Austin MP (Labour, Erith and Thamesmead) 
Dr Peter Brand MP (Liberal Democrat, Isle of Wight) 
Mr Simon Burns MP (Conservative, Chelmsford Westy’ 
Mrs Eileen Gordon MP (Labour, Romford)‘ 

Mr John Gunnell MP (Labour, Morley and Rothwell) 
Mr David Hinchliffe MP @Labour, Wakefield) 

Mr Ivan Lewis MP (Labour, Bury South) 

Dr Howard Stoate MP (Labour, Dartford) 

Mr Robert Syms MP (Conservative, Poole) 

Audrey Wise MP (Labour, Preston) 


On 17 July 1997, the Committee elected Mr David Hinchliffe as its Chairman. 


The Committee has the power to require the submission of written evidence and documents, 
to send for and examine witnesses, and to make Reports to the House. In the footnotes of this 
Report, references to oral evidence are indicated by ‘Q’ followed by the question number, 
references to the written evidence are indicated by ‘Ev’ followed by a page number. 


The Committee may meet at any time (except when Parliament is prorogued or dissolved) 
and at any place within the United Kingdom. The Committee may meet concurrently with 
other committees or sub-committees established under Standing Order No. 152 and with the 
House’s European Scrutiny Committee (or any of its sub-committees) for the purpose of 
deliberating, taking evidence or considering draft reports. The Committee may exchange 
documents and evidence with any of these committees, as well as with the House’s Public 
Accounts, Deregulation and Environmental Audit committees. 


The Reports and evidence of the Committee are published by The Stationery Office by 
Order of the House. All publications of the Committee (including press notices) are on the 
internet at www.parliament.uk/commons/hsecom/htm A list of Reports of the Committee in 
the present Parliament is at the end of this volume. 


All correspondence should be addressed to The Clerk of the Health Committee, Committee 
Office, House of Commons, London SW1A 0AA. The telephone number for general inquiries 
is: 020 7219 5466; the Committee’s e-mail address is health@parliament.uk. 


Rt Hon Peter Brook MP (Conservative, Cities of London and Westminster), was appointed on 14 July 1997 and 
discharged on 21 July 1997; Mr Andrew Lansley MP (Conservative, Cambridgeshire South), was appointed on 14 
July 1997 and discharged on 20 July 1998; Ann Keen MP (Labour, Brentford and Isleworth), was appointed on 
14 July 1997 and discharged on | February 1999; Mr Robert Walter MP (Conservative, Dorset North), was 
appointed on 14 July 1997 and discharged on 5 July 1999; Julia Drown MP (Labour, Swindon South), was 
appointed on 14 July 1997 and discharged on 30 November 1999. 

Appointed 20 July 1998. 

Appointed 5 July 1999. 

Appointed 30 November 1999, 

Appointed | February 1999. 
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THE HEALTH COMMITTEE 
LIST OF MEMORANDA REPORTED TO THE HOUSE BUT NOT PRINTED 

The following memoranda have been reported to the House, but to save printing costs they have 
not been printed and copies have been placed in the House of Commons Library, where they 
may be inspected by Members. Other copies are in the Record Office, House of Lords, and are 
available to the public for inspection. Requests for inspection should be addressed to the Record 
Office, House of Lords, London, SW1 (tel 020 7219 3074). Hours of inspection are from 9.30 
am to 5.00 pm on Mondays to Fridays. 


Memoranda or supplementary memoranda submitted by: 


Pharmaceutical Services Negotiating Committee [GD 8B] 
Prescription Pricing Authority [GD 9A] 

National Association of GP-Co-Operatives [GD 16] 
Celtic Dimensions [GD 17] 
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FIRST REPORT 


The Health Committee has agreed to the following Report:— 


THE COST AND AVAILABILITY OF GENERIC DRUGS TO THE NHS 


INTRODUCTION 


1. In the last eighteen months the cost of some generic drugs has increased by over 700%. 
The number of generic drugs in shortage, according to the Government’s own figures, has 
increased at least six-fold in the same period. We decided to investigate the current apparent 
shortages of generic drugs in the NHS and the factors underlying the sudden sharp price rises 
reported to us.! 


2. On 21 October 1999 we announced our intention to hold a single oral evidence session on 
4 November and also invited written submissions. Our terms of reference were: “to raise 
awareness of the current shortages of generic drugs available to the NHS”. These were carefully 
chosen to indicate we saw our role as being one of highlighting the issue, rather than pointing 
to definitive solutions. We are aware that drug pricing in the NHS is a very complex matter 
which does not readily succumb to simplistic analysis. 


3. We took oral evidence from the North Manchester Primary Care Group (PCG), Shropshire 
Health Authority, Croydon Health Authority, the Prescription Pricing Authority (PPA), the 
Association of the British Pharmaceutical Industry (ABPI), the British Generic Manufacturers 
Association (BGMA), the Pharmaceutical Services Negotiating Committee (PSNC), the British 
Association of Pharmaceutical Wholesalers (BAPW), Department of Health officials, Mr John 
Denham, MP, Minister of State and Lord Hunt, Parliamentary Under-Secretary of State [Lords], 
Department of Health (the Department). 


4. In addition we received over 20 written memoranda which we have drawn on in compiling 
this report. We are extremely grateful to all those who gave oral and written evidence to us, 
especially given the very short period of notice. 


5. We should also like to record our thanks to our specialist adviser, Joe Collier, Professor of 
Medicines Policy, St George’s Hospital Medical School, University of London, who assisted us 
with great expertise. 


6. “Generic” drugs are those that may be produced once the patent of a proprietary medicine 
to which their active ingredients are equivalent has expired. They are normally cheaper than 
their branded counterparts and, with very few exceptions, are absorbed into the body in the same 
way and are equally effective. In the UK, they can be sold and supplied by any drug company 
provided that they meet the standards set and enforced by the Medicines Control Agency. In the 
UK about a dozen companies manufacture generic medicines.” The British Generic 
Manufacturers Association (BGMA) told us that the current UK generic drugs industry provides 
50 per cent of NHS medicines at an annual cost of £500 million.’ 


7. For a number of years it has been Government policy to increase the percentage of generic 
drugs prescribed in the NHS to achieve better value for money in the drugs budget. This was 
most recently reinforced in the performance assessment framework document from the NHS 
Executive, Quality and performance in the NHS (June 1999), which lists generic prescribing as 
one of the “high level indicators of performance’. It notes that: 


We refer to apparent shortages since many of the drugs defined by the Government as being in short supply are 
readily available. See below paragraph 37. 

2 Ev., p45. 

3 Ev., pl6. 
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“Considerable cost savings have been achieved by promoting the prescribing of generic 
products, as some branded products can cost the NHS substantially more than the generic 
version. Also, prescribing a drug by its generic name is recognised as good prescribing 
practice .... There are wide variations in the extent of generic prescribing throughout 
England. Further increases in the level of generic prescribing would still result in substantial 
cost savings without compromising patient care.”* 


In evidence to us, Shropshire Health Authority described this indicator as “the major target for 


all PCG incentive schemes in Shropshire”.° 


8. Whereas in 1993 only 11.5% of the NHS drugs budget was spent on generic drugs, that 
figure had risen to 21.7% in 1997.° The average generic prescribing rate for all practices was 
63% for the quarter ending September 1998; the Government has set a target for generic 
prescribing of 72% by the end of March 2002.’ 


Generic drugs supply arrangements 


9. It is useful to describe the normal arrangements for the supply of pharmaceuticals to the 
NHS.’ Manufacturers of both branded and generic medicines sell to wholesalers, who then sell 
on to community pharmacists, dispensing doctors and hospitals for dispensing to patients. 
Branded products are normally produced by the pharmaceutical company which developed the 
medicine and the arrangements for their costing are covered by the Pharmaceutical Price 
Regulation Scheme. They are mainly supplied through “full-line” wholesalers (those who stock 
a comprehensive range of pharmaceuticals). 


10.When a doctor prescribes using a generic name, the pharmacist can use any version of the 
preparation that is licensed and meets the required specification. This allows generic products 
to compete on price at the point of dispensing. Itis effectively a commodity market where prices 
rise and fall depending on supply and demand. Most generic products are supplied to 
pharmacists by both full-line wholesalers and short-line wholesalers (who stock only a limited 
number of products). Community pharmacists are reimbursed using a fixed price system known 
as the “Drug Tariff’ administered by the Prescription Pricing Authority (PPA). The price the 
NHS pays for a generic drug is calculated as an average (“basket price”) of the prices charged 
by two major wholesalers and three major manufacturers. The PPA invoices the health authority 
or prescribing practice.’ The information gained by the PPA in this process is used to formulate 
PACT (Prescribing Analysis and Cost) and other data which are used to inform budget setting 
throughout the NHS. 


11. When there is an apparent problem of supply of a generic drug, the PPA will reimburse 
the pharmacist the actual invoiced price of the medicine (“the supplier price”) rather than the 
usual basket price. Drugs thus designated appear in Category D of the monthly Drug Tariff 
published by the PPA. The arrangements for entry and exit of drugs on to Category D are agreed 
between the PPA and the Pharmaceutical Services Negotiating Committee (PSNC). The impact 
of this higher price is not immediately clear to the doctor prescribing the drug as the flow chart 
below indicates: 


Quality and performance in the NHS: High level performance indicators, p44. 
Ev., p4. 

Official Report, 26.10.98, col. 66w. 

DoH Departmental Report 1999, para 4.153. 

Ev., pp36-37. 

Ibid. 
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GP writes a prescription for a generic drug. 


At the chemist, if the generic drug is unavailable, the pharmacist will dispense a branded 
equivalent instead and send the endorsed prescription to the PPA. 


Because of the increase in Category D drugs, there are currently delays of over 3 months 
between the writing of a prescription and the issuing of a bill to a health authority and thence 
back to the GP. Meanwhile the supplier receives an interim payment.’ 


The PPA then invoices the health authority or prescribing practice. 


THE PROBLEM 
Price rises 
12. In recent months generic drugs have gone up in price as the following table indicates: 


Cost for 28 Days supply of Drug'' 


cs 
Atenolol 50 Atenolol 50mg | 907 | 87 | 102 | 122» | | 146p 

co: SR cine ts ara es 
[Warfarin3me | 8% | 76 | 106 | 158» | 170 | 107 
[WarfarinSmg | 121p | 126 | 160 | 258 | 276 | 128 | 
[BendrofluozideSme | Isp | 15p_| 15p_| 32 | too | s67_| 
assem [ie | oe [oe [oe fy [or 
jAspirin300me | 2p | 13> | 13> | is | se | os | 


Amoxycillin lig | 
Amoxycillin lig 
250 mg/ml/100 ml 153p 162p 174p 181p 225p 
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Price rises are demonstrated most starkly by a BBC Newsnight survey which suggested that, of 
464 commonly prescribed generic drugs, 132 had increased in price by more than 50% in the last 
12 months.” 


Apparent shortages 


13. As described above, if a generic drug is in short supply (as categorized by the 
Government) and cannot be obtained at the Drug Tariff price, it is placed in Category D. In 
September 1998 the number of drugs listed in Category D was 30. That figure has now risen to 
192.' Over the last six months Category D drugs have gone from 1% to 16% of the total 
number of prescriptions. 


THE IMPACT 


14. These shortages and related price rises have obviously had an impact on GPs’ and 
hospitals’ drugs budgets. This ynpact has been exacerbated by the delays in the chain as the full 
cost implications of prescribing only become known after an interval of three months (see above, 
para 11). The effect on PCG and practice drug budgets has been marked: 


¢ Croydon PCGs are anticipating an overspend of more than £500,000 on a total 
prescribing budget of £25.5 million. 


¢ Telford & Wrekin PCG is predicting to overspend its PCG Primary Care drug budget 
by more than £500,000. ~ 


¢ Manchester Health Authority is predicting a £644,000 prescribing overspend by its four 
PCGs “even allowing for full use of its contingency fund”. 


¢ Birmingham PCGs are anticipating an overspend of £800,000. 
° West Sussex Health Authority is anticipating a £750,000 overspend. 


¢ East Sussex Health Authority has recorded a financial deficit of £1.5 million; all 25 
practices in the Hastings and St Leonards PCG and all six East Sussex PCGs are heading 
for an overspend on prescribing in excess of forecasts.'* 


¢ The Nene Valley PCG is facing an overspend in its prescribing budget of £137,000; 
across Northamptonshire the total overspend is projected to be around £1 million. 


15. As Croydon Health Authority points out, “any overspend on PCG prescribing budgets will 
impact on other areas of health services expenditure, because now this budget is cash-limited 
as part of the PCG unified Hospital and Community Health Services budget”. They suggest 
that price rises and alleged shortages of generics will cause GP prescribing costs to rise by 3-4%. 
The Department has calculated that the impact of generic price rises will take up “around half 
a per cent of the total allocation of resources to health authorities within the unified budget’.'® 
In the context of PCG funding, we have in a previous report noted that “it is not clear how 
problems of overspend, for example on prescribing, will be resolved within the Health 
Authorities”.'’ We believe it would be extremely unfortunate if the success of the PCG 
initiative was undermined by sharp and unpredictable rises in drugs budgets. 


GD18 (not printed) and BBC News website. 

: Ev., p7. 

~ Ev., p2, Ev., p4, Health Service Journal 23.9.99, BBC News website, 12.7.99, Ev., p65, Ev., p75. 
Ev., p2. 

IS OtS2 

Primary Care Groups, Health Committee Second Report of Session 1998-99 (HC 153), para 13. 
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16. Although there have been serious financial consequences, we believe it is important to 
acknowledge that, as the Department has stressed, “shortages in the supply of certain generic 
medicines have not led to patients failing to receive the medication they need”.'* However, as 
Ms Whalley of North Manchester PCG pointed out, the supply shortages and consequent issuing 
of branded drugs has led to confusion amongst patients, who have had to come to terms with 
different packages, colours of tablets and dosage instructions. This in turn has had a knock-on 
effect in that workers in primary care teams have had to spend extra time explaining the 
consequences of changes and reassuring patients.' 


17. These problems were put to the Department in an oral parliamentary Question from Mr 
Richard Burden MP as early as 4 May 1999. At that time, the Minister of State, Mr Denham, 
refused to define any “trend” in prices since | January in response to reports of increases in 
some products. The Minister asserted: 


“By and large, generic prices are kept in check by the effects of competition and the 
reimbursement system for dispensing contractors. There were an unusually large number 
of shortages in the supply of certain medicines earlier this year. Those shortages appear to 
have been temporary - many have been resolved - but they may have been reflected in the 


price increases.””” 


This answer tallies with a survey of price trends of the top 100 generics which points to no sharp 
increases in the period January to April 1999. There were, however, steep rises between May 
and November.”! 


POSSIBLE CAUSES OF THE PROBLEM 


18. In written evidence, representatives of the industry placed most emphasis on two possible 
causes of the problem: the closure of a major manufacturer, and the industry’s transition towards 
patient packs (see below). As recently as 20 October of this year the Department seemed to 
agree that these were the two main factors. In a parliamentary Answer to a written Question 
tabled by Mr Desmond Swayne MP, on the changes in the number of Category D entries, the 
Minister, Mr John Hutton replied: 


“The closure of a significant manufacturer of generics last December, combined with the 
relocation of some manufacturing facilities at the beginning of the year, and the transfer of 
products from bulk to smaller packs has meant that a wider range of products than normal 
have been in short supply, and hence an unusually large number of products have been 
included in Category D”. 


Subsequent written and oral evidence from the Department indicates that such an analysis was 
inadequate. The Department now argues that stockpiling and price manipulation within the 
market were also key factors. It also now believes that the very mechanism for recording 
shortages, Category D, may have acted as an incentive for some in the supply chain to create 
artificial shortages.” 


19. We took evidence on each of the likely factors to determine as best we could the extent 
to which they had contributed to the current problem in the market. 


S Ev., p35. 

Ie Ol. 

20 Official Report, 4.11.99, col.698. 

ie Ev., p45. Individual products did incur rises of su or more in the earlier period, including some commonly 
prescribed ones such as thyroxine. 

“2 Official Report, col. 607w. 

23 Ev., pal. 


xii FIRST REPORT FROM 


Closure of a major manufacturer 


20. Regent GM, one of the largest manufacturers of generic drugs, was ordered to stop its 
manufacturing activity in December 1998, when the Medicines Control Agency found that some 
of the drugs it produced could have been contaminated with penicillin, some major processes 
were not being properly controlled or validated, and batches of products were released by 
selecting only those results which complied with specification whilst others were ignored.” 
Regent’s manufacturing licence was withdrawn and has not yet been reinstated. Regent covered 
about 45% of the generic market and had about a 10% market share (this last figure is difficult 
to ascertain precisely since Regent acted as a sub-contractor for a number of other companies).”° 


21. The impact of this “supply shock” was exacerbated by the fact that two other major 
manufacturers, Norton and APS/Berk, have been transferring their facilities outside the UK 
which may have affected their capacity at the turn of the year.”° 


22. The industry itself has always maintained that the Regent closure and the other supply side 
difficulties were one of the main factors contributing to shortages and price rises. However, the 
BGMaA told us that the generics industry, in total volume terms, had recovered from this shortfall 
by June 1999.*’ We accept that these “supply shocks” acted as a catalyst for some of the current 
problems. Against this, however, we believe it is significant that production levels have now 
returned to normal whilst prices and Category D levels have remained abnormally high. 


Patient packs 


23. Another factor put forward by the industry, and clearly one having cost implications at 
least in the short-term, has been the move to patient packs. This is also accepted as a cause by 
the Government in the same recent parliamentary Answer. In order to comply with EC directive 
92/27 on pharmaceutical labelling, all EU states were required to introduce patient packs by 
January 1999. Patient packs contain a course of medication in ready-to-dispense form (for 
tablets and capsules typically “blister packs”’) together with an explanatory leaflet. Hitherto, 
generics have often been produced in bulk containers of 500 or more tablets, and dispensed in 
smaller ones by chemists. The introduction of patient packs has meant that pharmaceutical 
companies have had to invest heavily in new packaging facilities. Cox Pharmaceutical, the 
largest manufacturer of generics, has recently expanded its production facilities and spent £5 
million on new production facilities with each new blister pack line costing up to £1 million.”® 


24. The manufacturers and wholesalers felt that there had been a lack of support and direction 
from the Government on the transition from bulk to patient packs, which had led to a situation 
where pharmaceuticals supplied in bulk were in short supply. This view was summarised by the 
BGMA: 


“Because there is no agreed timetable or mechanism ... a shift to patient packs by one 
manufacturer without provision for the reimbursement price to be included within the Drug 
Tariff, means that bulk supplies may be in short supply and move to Category D ... even 
though there are ample aggregate supplies of the medicine itself.” 


25. The industry’s argument that they incurred substantial additional costs in the transition to 
patient packs is somewhat undermined by the fact that some products, such as atenolol, rose in 
price sharply despite the fact that this drug has always been dispensed in blister packs. 


24 Ev., p38. 
22h O54: 

6 Ev., p40. 
21) Ev. pl7. 


28 The Pharmaceutical Journal, 2.10.99, p516. 
29 
Ev., p58. 
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26. We sought to establish whether the Government acted sufficiently urgently to implement 
the measures needed to introduce patient packs. Negotiations between the Department, the 
BMA, the General Medical Services Committee, the Royal Pharmaceutical Society, the PSNC, 
the Medicines Control Agency, the BGMA and the Association of the British Pharmaceutical 
Industry (ABPI) went on for a considerable period of time, and, according to Croydon Health 
Authority, “advice has not been issued to the NHS or the pharmaceutical industry on how they 
should be introduced’.*° 


27. We asked witnesses for their views on the handling of the move to prescription packs. 
According to the ABPI and British Association of Pharmaceutical Wholesalers (BAPW), 
discussions on the transition to patient packs had been ongoing for at least ten years. The 
Minister.of State confirmed that discussions had taken place over at least the last four years, but 
in a subsequent memorandum suggested that the dialogue had begun as early as 1985.*' The 
BGMA, ABPI and BAPW all suggested that they had been in favour of a phased and 
incremental introduction of patient packs. They believed that the Government supported this 
view but that that policy changed suddenly and without warning. Mr Close of the BGMA told 
the Committee: 


“Right up until October 1998 there was an understanding that the industry was going to 
move into Patient Packs in a co-ordinated fashion with Government support as well and 
certain products would all come in at the same time. As of October 1998 that was just 
cancelled and the industry was left to fend for itself to comply with the EC directive under 
its own pace.”” 


Mr Close suggested that every single product had a defined date and phase of when it would be 
introduced, which had been agreed with the Government. He felt that it was the fact that this 
timetable was “dropped ... at the last moment that was the real issue”.*? Similarly, Mr Watts of 
the BAPW contended: “[it] was all going ahead, we thought ... then the Government refused to 
fund or help fund some of the changes to Patient Packs which are considerable and, as a result 


of it, the programme stopped and there was no direction given’”.** 


28. Ministers challenged this analysis. Mr Denham told the Committee that it was “simply 
not the case” that plans had been agreed for an orderly transition.** He argued that the four years 
of meetings had not reached agreement on how the transition should be handled and in particular 
on the extent to which the Government should meet any of the costs of implementing the 
Directive. In follow-up written evidence, the BGMA enclosed a letter dated 18 March 1997 
from the then Minister for Health in the previous administration, Mr Gerry Malone MP, to the 
BGMaA which confirmed the then Government’s “unequivocal support for an incremental move 
to supply medicines in patient packs”. This memorandum makes plain that the Government 
endorsed the planned change and the timetable for its introduction. According to the BGMA, 
incoming Ministers in the new Government questioned what they characterised as the “‘cost and 
complexity” of the proposed moves to patient packs.*° Following protracted discussions between 
the industry and Government no agreement was reached, with the consequence that 
manufacturers decided to implement the directive independently. 


29. In supplementary evidence submitted to us, Ministers strongly disputed the industry’s 
claims that the Government pulled out of an agreed plan at the last minute. They argued that 
Ministers rapidly took the view that the proposed arrangements for transition were complex and 
likely to be extremely costly to the public purse. In any event, in their view, no arrangements 
were in place to ensure that patient packs would be speedily available, enabling a Drug Tariff 
listing under normal procedures, nor were there any detailed plans to reform fundamentally the 
basis of the Drug Tariff.*’ 
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30. Supplementary evidence submitted by Mr Dove of the PSNC offers a very different 
picture of what occurred. He told us he was surprised that the Minister had said that the 
discussions which had taken place between the Department and the other parties did not centre 
on the transitional arrangements and their impact on the market: 


“T attended all of the meetings during the last phase of the discussions and confirm 
that, whilst the discussions did not finalise every detail of the transfer to patient packs, 
broad agreement was reached by all parties on most of the issues. In particular, all 
parties accepted that there would be an ordered phasing out of bulk supplies according 
to an agreed timetable. Indeed, details of the transitional process was not only agreed 
but was committed to print in the form of an agreed press release which was issued to 
the profession and was to be backed up by a publicity campaign. The reason for the 
discontinuation of the discussions was the view of Ministers that the cost (estimated 
at £20 million) would be too high a price to pay for the introduction of patient packs 
As a result of this any movement towards patient packs has been left to the market ... 
Had the phasing proposals which had been agreed been implemented bulk supplies 
would have been phased out and the current difficulties, in all probability, been 
avoided.” 


31. It is difficult for us to apportion blame or offer definitive judgments as to the causes and 
consequences of the way the transition to patient packs was handled. Nevertheless, it is clear 
from the evidence we received that agreement had at one time been reached on an orderly 
transition, drug by drug, to patient packs, and that most of the parties to the talks other than the 
Government believed that the Government pulled out of negotiations for an agreed plan 
precipitately. We think it most regrettable that the Government could not oversee an 
orderly transition to patient packs for all pharmaceutical products. Given the very 
considerable cost benefits generic drugs have brought to the NHS, we believe the 
Government should have given a higher priority to ensuring that transitional arrangements 
were co-ordinated. We believe that the Government underestimated the real cost, and 
potential for difficulties, of the change to patient pack dispensing. If the Government had 
continued these discussions we believe that in the long run there would have been savings 
well in excess of the £20 million cost to public funds. 


32. We cannot, on the basis of evidence we have received, take a view on the extent to 
which the Government should have offered financial support to the industry during this 
transition. We can, however, observe that the resulting price rises and the massive increase in 
workload of the PPA will cost the NHS very considerable sums of money. 


33. To balance these comments, however, we also note the Minister’s observation that large 
increases have also occurred in products which are supplied in bulk and of which the normal 
form of supply is in bulk. The BBC Newsnight survey data also suggested little, if any, direct 
correlation between the new patient packs and the price rises.*? Of the 132 products surveyed 
which recorded price rises in excess of 50%, only 18 had been repackaged. Finally, Ministers 
told us that discussions with the industry had not focused on how the transition would be 
managed and on the impact on the market for generic drugs.*” Mr Denham suggested that 
nothing in these discussions could have led Ministers to anticipate the profound impact on the 
generic market that the industry had claimed was caused by the move to patient packs. 


34. We acknowledge that the generics industry has incurred substantial investment costs 
in the move to patient packs which it needs to recoup. The evidence that the industry 
provided to us on the implications for pricing of the transition we found contradictory and 
confusing. We were left with the distinct impression that, in the absence of what they 
perceived to be agreed Government support for the transition to patient packs, the 
industry had been well positioned to manipulate the market. 
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The operation of the Drug Tariff 


35. According to the Department, the Drug Tariff, the fixed-price reimbursement system for 
community pharmacists, has in the past stimulated competition and encouraged pharmacists to 
buy lower than the reimbursement price: The Department then recovered this estimated discount . 
from pharmacists. The consequence of this, according to the Department, was that the NHS “not 


only incentivises cost-effective purchasing but obtains the financial benefits too”.*! 


36. As we have explained, the PPA monitors the supply of a drug by two major wholesalers 
and three major manufacturers to ascertain the basket price. When either two wholesalers or one 
wholesaler and two manufacturers declare that they have less than four weeks supply of a drug 
it is placed in Category D and the supplier is paid the actual price of the drug (which can be the 
“brand name” price), rather than the generic price. 


37. The flaws in the operation of Category D became all too apparent in evidence to us. The 
four week measure, as Mr Watts of the BAPW pointed out, has become outdated. According 
to him, most wholesalers nowadays would only hold stock for 12 to 15 days.” In addition, 
although entry and exit arrangements into Category D are agreed by the PPA and PSNC, it is up 
to the manufacturers and wholesalers monitored for the Drug Tariff to determine what level of 
stock they maintain. Products can thus appear in Category D - with all the opportunities for 
increased profit to many along the supply and distribution chain - and yet not be in shortage at 
all.’ The manufacturers and wholesalers denied that they held stocks on the basis of whether 
or not they would go in or out of Category D. They stated that stocks were held in relation to 
what was needed to supply the market.** Nevertheless, we regard it as unsatisfactory that the 
system relies on basket wholesalers and manufacturers who are free to determine levels of 
supply and stock, and are thus able to trigger Category D status, which in turn has 
commercial implications for their industry. 


38. The dramatic rise in the number of Category D products has placed an enormous burden 
on the PPA. It has prompted acute delays in the PPA, mainly because of problems in the 
handling of data. Staff at the PPA are very familiar with the commonest generic drugs to which 
they ascribe a two digit code widely known amongst staff. For the branded drugs supplied at 
the supplier price, a nine digit code is required with which the staff is not usually familiar and 
which they first need to check. To contain the problem, the PPA has so far worked 140,000 
overtime hours since April 1999 and recruited 230 staff to process prescriptions. They have also 
instigated changes in their data processing systems to expedite the handling of Category D 
prescriptions.** The PPA estimates that they will require about £3.2 million per annum of 
additional funding to recover the position.“ They were unable to tell us how many years it 
would take to return to the previous processing times.*’ 


39. Having identified the problem when processing the prescriptions for February 1999, (i.e. 
in March), the PPA alerted the Department as early as 17 March to the difficulties they were 
encountering. They sent numerous communications to health authorities, GP practices, Primary 
Care Groups, and other stakeholders alerting them to the scale of the problem.“ The PPA noted 
that the Department had been supportive of the steps which needed to be taken, in terms of 
overtime and extra staff.” The evidence we have reviewed leads us to believe that the PPA 
acted promptly and with a commendable degree of urgency. 
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40. The Department has come to acknowledge that the current operation of Category D is 
fundamentally flawed. It now feels that it “may ... provide a signal to the market that 
manufacturers and wholesalers may respond to, sometimes in an unhelpful way ... it may act as 
a signal of market shortage and may lead to action which may further de-stabilise the market’”.*° 
Its evidence to us makes clear that products not in short supply are not only entering Category 
D but also staying in Category D too long. We welcome the Government’s commitment to 
reform the operation of the Drug Tariff. We believe that the reliance on a small range of 
wholesalers and suppliers and on the four week stock measure has not reflected the 
realities of the market place. We welcome the fact that, eight days after we took evidence, 
the Department met the PSNC and agreed modifications to the entrance and exit 
procedures and to reduce the stockholding period to two weeks. 


41. At the outset of our inquiry we regarded the steep increase in the numbers of Category D 
drugs as a symptom of the underlying problems in the market. The evidence we have received, 
however, confirms that the current system has not only failed under the pressure of events 
but also actively contributed to the problems. The looming crisis became apparent to the 
PPA as early as mid-March 1999, and it notified the Department promptly. We regret the 
fact that it has taken several months for the Government to act to deal with the problems 
of which the PPA had made them aware and to consider reforms to the operation of the 
Drugs Tariff. 


The generics market 


42. A point made repeatedly in evidence to us was that the market in generics was a 
commodity market, prone to fluctuations in price according to demand and availability.*' The 
Department’s view was that, prior to recent events, the market in generic drugs had served the 
NHS well. Generic prices had dropped in real terms by 25% between 1994 and 1998. The 
Minister of State told us that “the market did work for a long time effectively. It is not working 


effectively at the moment”. 


43. Both in written and oral evidence, the Department suggested that the market was now 
being manipulated for financial gain. Lord Hunt told us: 


“We have seen manufacturers being able in general to bring their stocks up to the kind of 
levels that were there before the closure of Regent, the actual number of activities in 
community pharmacies in terms of prescriptions has been stable and yet prices have risen, 
and the supposition must be that somewhere in the supply chain there are stocks being held 
which is then having an impact on shortages and then a re-categorisation in Category D.”” 


44. The written evidence that the generic manufacturers submitted attributed the generics 
crisis to market forces: the closure of a major manufacturer, the sudden and unco-ordinated 
switch to patient packs and transitional difficulties faced by major suppliers relocating 
production facilities abroad. In oral evidence they - and the representatives of the pharmacy 
contractors and full-line wholesalers - strongly refuted suggestions that their organizations were 
responsible for any stockpiling, with a view to profiteering once the drug had increased in price 
as a result of an artificially engineered shortage.” 


45. The Department notified us that the Office of Fair Trading (OFT) is currently investigating 
the way in which the market is currently operating, and that the OFT’s inquiries had led them 
to go beyond the preliminary registration of a formal complaint into a more detailed review of 
the operation of the reimbursement system and possible anti-competitive behaviour in the market 
place. 
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46. The Category D system rewarded all in the supply and distribution chain when 
products were allegedly in shortage. The Drug Tariff was slow to respond to trends in 
aggregate supply as between bulk and patient pack drugs. These facts, together with the 
very limited number of manufacturers involved, all made the market ripe for 
manipulation. We urge the OFT to investigate these matters. 


47. Witnesses singled out only one part of the supply chain as a possible source of hoarding 
and price manipulation: the short-line wholesalers. Mr Watts of the BAPW explained that his 
organization represented just 16 full-line wholesalers out of a total of 800 wholesalers, and 
supplied around 80% of the market. Full-line wholesalers provide every prescribable product 
whereas short-line wholesalers might deal in as few as 25 products.*’ Mr Watts suggested “there 
are some who come into the market one month and go out of the market two months later and 
they deal in products that happen to be profitable at the time”.°* Mr Close of the BGMA 
described the short-line wholesalers as “the ones that are quickest in identifying that something 
has happened in the marketplace, that either someone has stopped producing or has run into a 
problem and then they buy in order to accumulate”.”’ The activities of the short-line wholesalers 
are difficult to track. They have no trade representative body. The short-line wholesalers did 
not respond to a questionnaire sent out by the Department in late summer to ascertain the 
causes and extent of the problem.” We note that short-line wholesalers, because they have 
no trade body, were the only major part of the supply chain not present at our hearing. 
We accept that short-line wholesalers are well placed to profit from market volatility. We 
are not, however, convinced that market manipulation, hoarding and collusion are limited 
to the short-line wholesalers. We look forward to seeing the findings of the OFT on this 
matter. 


48. The market itself is currently behaving in extremely unpredictable ways. We note 
Ministers’ statements that they were repeatedly assured by the industry that the current problems 
were due to market turbulence and would soon recede. We also note that they no longer have 
faith in these assumptions.” The manufacturers and sellers themselves apparently no longer 
believe that the market alone can ensure an orderly supply of generic drugs. Mr Watts for 
the BAPW told us that his organization would welcome closer regulation of the generic 
market if it would prevent hoarding and speculation.” Mr Close for the BGMA said that 
he thought all interested parties and Government needed to engage in dialogue to produce 
a system which allowed the full range of generics to be provided at the best price.” 


49. Judging by the account witnesses gave of the current checks and balances in the market 
such a review is long overdue. For example, we were told by Mr Close that the company he 
worked for, Norton Healthcare, had this year put in place a system to block immediate release 
of stock when they received what they considered to be an excessive order.* Mr Watts, 
representing the full-line wholesalers, said that large quantities might be bought “when we are 
open on a Saturday morning when, generally speaking, there is not the large presence of 
management people”.” It seems to us highly undesirable that the proper functioning of the 
market in generics should have to rely on companies having to refuse to sell their products 
and on management being present on a Saturday morning to prevent sales from taking 
place. Given this absurd situation, and given the stratospheric price rises of the past 
eighteen months which must have enriched many individuals at the expense of the NHS, 
we welcome the Government’s decision to instigate a wide-ranging review of the operation 
of the generics market to see if it requires revised or additional regulation or other more 
fundamental reforms. We would be very surprised if changes were not urgently needed. 
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SUMMARY OF CONCLUSIONS AND RECOMMENDATIONS 


In the context of PCG funding, we have in a previous report noted that “it is not 
clear how problems of overspend, for example on prescribing, will be resolved 
within the Health Authorities”. We believe it would be extremely unfortunate if 
the success of the PCG initiative was undermined by sharp and unpredictable rises 
in drugs budgets (paragraph 15). 


We believe it is significant that production levels have now returned to normal 
whilst prices and Category D levels have remained abnormally high (paragraph 
22). 


We think it most regrettable that the Government could not oversee an orderly 
transition to patient packs for all pharmaceutical products. Given the very 
considerable cost benefits generic drugs have brought to the NHS, we believe the 
Government should have given a higher priority to ensuring that transitional 
arrangements were co-ordinated. We believe that the Government underestimated 
the real cost, and potential for difficulties, of the change to patient pack dispensing. 
If the Government had continued these discussions we believe that in the long run 
there would have been savings well in excess of the £20 million cost to public funds 
(paragraph 31). 


We cannot, on the basis of evidence we have received, take a view on the extent to 
which the Government should have offered financial support to the industry during 
this transition (paragraph 32). 


We acknowledge that the generics industry has incurred substantial investment 
costs in the move to patient packs which it needs to recoup. The evidence that the 
industry provided to us on the implications for pricing of the transition we found 
contradictory and confusing. We were left with the distinct impression that, in the 
absence of what they perceived to be agreed Government support for the transition 
to patient packs, the industry had been well positioned to manipulate the market 
(paragraph 34). 


We regard it as unsatisfactory that the system relies on basket wholesalers and 
manufacturers who are free to determine levels of supply and stock, and are thus 
able to trigger Category D status, which in turn has commercial implications for 
their industry (paragraph 37). 


The evidence we have reviewed leads us to believe that the PPA acted promptly and 
with a commendable degree of urgency (paragraph 39). 


We welcome the Government’s commitment to reform the operation of the Drug 
Tariff. We believe that the reliance on a small range of wholesalers and suppliers 
and on the four week stock measure has not reflected the realities of the market 
place. We welcome the fact that, eight days after we took evidence, the Department 
met the PSNC and agreed modifications to the entrance and exit procedures and 
to reduce the stockholding period to two weeks (paragraph 40). 


The evidence we have received confirms that the current system has not only failed 
under the pressure of events but also actively contributed to the problems. The 
looming crisis became apparent to the PPA as early as mid-March 1999, and it 
notified the Department promptly. We regret the fact that it has taken several 
months for the Government to act to deal with the problems of which the PPA had 
made them aware and to consider reforms to the operation of the Drugs Tariff 
(paragraph 41). 
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The Category D system rewarded all in the supply and distribution chain when 
products were allegedly in shortage. The Drug Tariff was slow to respond to 
trends in aggregate supply as between bulk and patient pack drugs. These facts, 
together with the very limited number of manufacturers involved, all made the 
market ripe for manipulation. We urge the OFT to investigate these matters 
(paragraph 46). 


The short-line wholesalers did not respond to a questionnaire sent out by the 
Department in late summer to ascertain the causes and extent of the problem. We 
note that short-line wholesalers, because they have no trade body, were the only 
major part of the supply chain not present at our hearing. We accept that short- 
line wholesalers are well placed to profit from market volatility. We are not, 
however, convinced that market manipulation, hoarding and collusion are limited 
to the short-line wholesalers. We look forward to seeing the findings of the OFT 
on this matter (paragraph 47). 


The manufacturers and sellers themselves apparently no longer believe that the 
market alone can ensure an orderly supply of generic drugs. Mr Watts for the 
BAPW told us that his organization would welcome closer regulation of the generic 
market if it would prevent hoarding and speculation. Mr Close for the BGMA said 
that he thought all interested parties and Government needed to engage in dialogue 
to produce a system which allowed the full range of generics to be provided at the 
best price (paragraph 48). 


It seems to us highly undesirable that the proper functioning of the market in 
generics should have to rely on companies having to refuse to sell their products 
and on management being present on a Saturday morning to prevent sales from 
taking place. Given this absurd situation, and given the stratospheric price rises 
of the past eighteen months which must have enriched many individuals at the 
expense of the NHS, we welcome the Government’s decision to instigate a wide- 
ranging review of the operation of the generics market to see if it requires revised 
or additional regulation or other more fundamental reforms. We would be very 
surprised if changes were not urgently needed (paragraph 49). 
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MINUTES OF PROCEEDINGS RELATING TO THE 
REPORT 


Thursday 9 December 
Members present: 
Mr David Hinchliffe, in the Chair 
Mr John Austin Mr John Gunnell 


Dr Peter Brand Audrey Wise 
Mr Simon Burns 


The Committee deliberated. 


Draft Report, proposed by the Chairman (Cost and Availability of Generic Drugs to the NHS), 
brought up and read. 


Ordered, That the draft Report be read a second time, paragraph by paragraph. 
Paragraphs | to 49 read and agreed to. 

Resolved, That the Report be the First Report of the Committee to the House. 
Ordered, That the Chairman do make the Report to the House. 

Several papers were ordered to be appended to the Minutes of Evidence. 


Ordered, That the provisions of Standing Order No. 134 (Select Committee (reports)) be 
applied to the Report. 


Ordered, That the Appendices to the Minutes of Evidence taken before the Committee be 
reported to the House.-(The Chairman.) 


Several Memoranda were ordered to be reported to the House. 


[Adjourned till Thursday 13 January at Ten o’clock. 
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MINUTES OF EVIDENCE 


TAKEN BEFORE THE HEALTH COMMITTEE 
THURSDAY 4 NOVEMBER 1999 


Members present: 


Mr David Hinchliffe, in the Chair 


Mr John Austin Mr John Gunnell 
Dr Peter Brand Dr Howard Stoate 
Mr Simon Burns Audrey Wise 


(In the absence of the Chairman, Audrey Wise was called to the Chair) 


Memorandum by Croydon Health Authority 
CURRENT SHORTAGE OF GENERIC DRUGS AVAILABLE TO NHS (GD6) 


1. BACKGROUND 


The author is Pharmaceutical Adviser to a health authority. The role of this post is to provide strategic 
advice to the health authority on clinical, professional and policy matters in relation to pharmaceutical 
services, the prescribing of drugs, the introduction of new drugs, clinical effectiveness, GP prescribing budget 
setting and PCG performance management. 


2. EXECUTIVE SUMMARY 


The two main reasons for the shortage of generic drugs in the NHS appear to be the closure of Regent 
Laboratories, and the introduction of patient packs for medicines in order to comply with European Union 
directive on pharmaceutical labelling. 


The shortage of generic medicines means that the NHS pays for whatever medicine can be supplied in the 
marketplace rather than the NHS generic price for that medicine. Additionally when generic medicine 
become available as patient-packs the cost is usually higher than previously. 


This is causing several problems for the NHS: 


— Severe financial pressure on GP prescribing budgets, which may mean PCGs and health authorities 
needing to find money to offset a prescribing overspend for 1999-2000. 


— GPs losing the incentive to work to improve the cost-effectiveness of their prescribing, when faced 
with an increase in prescribing costs which is outside of their control. 


— Delays with prescribing information reaching the NHS from the Prescription Pricing Authority. 
This information is used by PCGs and health authorities to set prescribing budgets, monitor 
financial performance and develop more cost-effective prescribing. 


It is not certain that the 4.5 per cent price reduction on medicines negotiated as part of the Pharmaceutical 
Price Regulation Scheme will be fully realised by the NHS. 


3. REASONS FOR CURRENT SHORTAGE OF GENERIC DRUGS IN THE NHS 


There appear to be two main reasons causing athe shortage of generic drugs in the NHS at the present time. 
These are: 


(a) The closure of Regent Laboratories 


The Medicines Control Agency, the body which regulates the safe production of drugs, required Regent 
Laboratories to close in December 1998 because of a contamination problem in its medicines production 
process. Regent supplied nearly 10 per cent of the volume of the NHS’s generic medicines. The impact of the 
closure of Regent on the supply of generic medicines was not widely publicised within the NHS in early 1999. 
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(b) The introduction of patient packs for medicines 


In order to comply with the European Community directive 92/27/EEC on pharmaceutical labelling, and 
the provision of information to patients, patient packs for medicines are being introduced in all EU states by 
January 1999. Patient packs are manufacturers “original packs” containing a course of medication with a 
patient information leaflet in a “ready to dispense pack”. The introduction of patient packs means that all 
pharmaceutical manufacturers have needed to introduce packaging facilities that enable patient packs to be 
produced. They therefore have to invest in new facilities, or transfer production to other facilities in order to 
produce patient packs. This has been a greater problem for generic manufacturers because they have 
traditionally supplied medicines in large bulk containers, often holding 500 or 1,000 tablets, which are widely 
used by community pharmacists and dispensing doctors for supplying against NHS prescripitons. 
Community pharmacists and dispensing doctors are responsible for their own medicines purchasing 
arrangements. 


The planned introduction of patient packs was the subject of discussions between the Depatment of Health, 
British Medical Association, General Medical Services Committee, Royal Pharmaceutical Society of Great 
Britain, Pharmaceutical Services Negotiating Committee, Medicines Control Agency, British Generic 
Manufacturers Association and the Association of the British Pharmaceutical Industry in 1996 and 1997. 
Agreement was not reached on the introduction of patient packs into the NHS; therefore advice has not been 
issued to the NHS or the pharmaceutical industry on how they should be introduced. 


4. EFFECT ON NHS PAYMENT SYSTEMS 


The Drug Tariff, the monthly guide to the price the NHS will pay for medicines, lists the price the NHS 
normally pays for generic medicines. These prices are usually much lower than the price of branded medicines 
and do not fluctuate significantly month by month. But at the present the NHS is paying considerably more 
for generic medicines, which are either unavailable or in short supply. This is due to two reasons: 


(a) When there is a problem with the availability of a drug at the lowest market price. The Drug Tariff 
will indicate that the Prescription Pricing Authority (PPA) will pay the actual invoiced price of the 
medicine, rather than the generic price. This is known as category D. The invoiced price paid may 
be considerably more than the previous generic price of a medicine. For example a pack of 56 
aciclovir tablets 400mg (used for treating some viral infections) has increased in price from £16.20 
to £28.28. The number of medicines classed as category D has been increasing steadily over the last 
six months from a handful of medicines to nearly 100. Which medicines are affected changes month 
by month. This unpredictability makes it very difficult to predict the financial impact to the NHS 
of the shortage of generic medicines. 


(b) The introduction of patient packs for generic medicines. When generic medicines become re- 
available, as patient packs, the cost of the generic medicine is usually higher than previously. For 
example 28 frusemide 40mg tablets (a diuretic tablet) has increased from £0.29 in April 1999 to £2.25 
in October 1999, after a patient pack for frusemide was introduced in May 1999. It is unlikely that 
the price for generic medicines will revert back to the previously low levels seen before the 
introduction of patient packs. 


The size of the effect of the shortage of generics and the introduction of patient packs is difficult to estimate 
financially. many health authorities are estimating that these factors are causing GP prescribing costs to 
increase by 3 or 4 per cent in 1999-2000, in addition to the overall rate of growth of prescribing costs, which 
is between 4 per cent to 8 per cent. 


5. SHORT TERM FINANCIAL IMPACT TO THE NHS 


Primary Care Groups (PCG) are facing severe financial pressure on their prescribing budgets because of 
the issues outlined in paragraphs 3 and 4. Many PCGs are facing significant forecast overspends on their cash- 
limited prescribing budgets for 1999-2000. In Croydon PCGs are facing between a 0.92 per cent overspend 
and 3.18 per cent overspend, which is resulting in a forecast overspend for Croydon for 1999-2000 of more 
than £500,000 for 1999-2000. The total prescribing budget for Croydon PCGs is £25.5 million. Some other 
areas are in a much worse financial position than this. In contrast, in 1998-99 Croydon GPs underspent the 
Croydon prescribing budget by 2.54 per cent, and have reduced the rate of growth in prescribing costs to 
around 3 per cent to 4 per cent per year. 


Any overspend on PCG prescribing budgets will impact on other areas of health services expenditure, 
because now this budget is cash-limited as part of the PCG unified Hospital and Community Health Services 
budget. In 2000-2001 PCGs and health authorities will need to find money to offset any prescribing overspend 
this year. This means that the money used to offset prescribing overspends will not be available to invest in 
other NHS services. 
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6. EFFECT ON GPs 


Faced with such potentially serious financial problems which are seen as a lost cause outside their control, 
many GPs will lose their incentive to work hard to improve the cost-effectiveness of their prescribing. This 
will have a long-term detrimental effect on PCGs ability to manage their prescribing budget. 


7. LONGER TERM FINANCIAL PLANNING 


Prescribing budget setting and monitoring, and developing cost-effective high quality prescribing in the 
NHS relies almost completely on the information about GP prescribing supplied by the Prescription Pricing 
Authority. This is one of the best quality information sources in the NHS. One of the knock-on effects of so 
many generic medicines being put in category D, as explained in paragraph three, is that it is more time 
consuming for the PPA to process prescriptions for making payments to community pharmacists, and to 
generate information on GP prescribing. This means that there is a delay in the prescribing information that 
health authorities, PCGs and GPs use being produced by the PPA. The PPA are working hard to rectify this, 
but are disadvantaged by the scale of the problem. Usually the PPA makes monthly information available 
about six to eight weeks after the end of a month. However at the moment the information is taking nearly 
12 weeks to be produced, and the PPA are forecasting that this will increase. It may take the PPA up to two 
years to be able to return to the point when they can produce information six to eight weeks after the end of 
a month. 


Financial planning and forecasting for setting 2000-01 prescribing budgets will be greatly hindered by the 
present lack of timely information on current GP prescribing. The delay in receiving prescribing information 
also means that PCGs prescribing advisers are less able to identify relevant areas where GPs could improve 
the cost-effectiveness of their prescribing, and to monitor any changes made. 


8. PHARMACEUTICAL PRICE REGULATION SCHEME (PPRS) 


It is probable that very little information will be available to PCGs and health authorities in time for 
prescribing budget setting for 2000-01 indicating the effect of the 4.5 per cent reduction in prices from October 
1999 through the PPRS. The NHS is hoping that the savings generated by this price reduction may offset any 
overspends on prescribing budgets caused by the shortage of generic medicines. This is not a certainty. At 
the moment it is not clear how the pharmaceutical industry are implementing this price reduction. The price 
reduction of 4.5 per cent is an average, and a pharmaceutical company may apply price reductions to its 
products differently. Depending on the mix of products used in a PCG, or whether the price reduction is 
mainly applied to medicines only used in hospitals will affect how big the benefit is of this price reduction 
locally. 


It may be helpful to look at what happened when a price reduction was negotiated as part of the PPRS in 
the past. A 2.5 per cent price reduction in the PPRS came into effect in October 1993. An analysis of 
prescribing spend and rate of growth prescribing costs in Croydon suggests that this had a negligible effect 
on the rate of growth prescribing costs subsequent to the price reduction in October 1993. It is hoped that 
the present 4.5 per cent reduction has a greater impact than the reduction in1993. 


9. SUGGESTIONS FOR WAYS FORWARD 


(a) Practical transitional help is given to the PPA to improve the present situation and reduce the delays 
in prescribing information reaching the NHS. 


(b) Planning at a top strategic level is required to support the health authorities and PCGs manage the 
present situation. 


(c) Real consideration is given to the overall financial impact on total NHS spending if no solution to this 
problem is forthcoming. 
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Memorandum by Shropshire Health Authority 
PRESCRIBING BRIEFING (GD2) 


BACKGROUND 


The primary care drug budget for Shopshire is £42 million. PCG and practice drug budgets for 1999-2000 
were based upon historic spend uplifted by 7 per cent to take account of increase in prescribing costs, adjusted 
according to the practice potential to make savings. 


This gave PCGs a realistic budget on which savings could be made. However the PPA are predicting an 
overspend on the drug budget of £1.55 million, due primarily to the increase in the cost of generic products. 


Telford & Wrekin PCG has a population of approximately 150,000 and is predicting to overspend the PCG 
Primary Care drug budget by more than £500,000. 


1. GENERIC PRESCRIBING 


Percentage Generic prescribing has been highlighted as an “Efficiency Target” in the recent Department 
of Health “Quality in the NHS—High Level Performance Indicators” and is the major target for all PCG 
Incentive Schemes in Shropshire: See Attachment D.* 


— The increase in the cost of generic drugs and Category D changes in the Drug Tariff has reduced 
the possible savings in this area for Shropshire by more than 25 per cent (see attached graphs and 
table A,B,C). 


— Where calculations have been done on this, it appears that the increased costs of generic drugs may 
add 5-7 per cent to the total drug bill, depending upon the practice/PCG percentage generic 
prescribing. 

— This increase is unlikely to be off-set by the 44 per cent reduction in branded product prices 
negotiated through the PPRS as companies appear to have been able to select: — 


— less commonly used products within a drug group eg fluticasone 125mg inhaler rather than 
higher strengths 


— products which are about to lose their patent and therefore a generic (cheaper) product would 
become available anyway 


— Some products which may only be used in secondary care and make no savings in primary care. 


— The increase in generic prices has come about through unavailability of products and has caused 
problems in supply for pharmacists and dispensing doctors. The way such prescriptions have to be 
endorsed before submission to the Prescription Pricing Authority (PPA) has led to a reduction in 
the actual percentage generic medicines prescribed by some dispensing practices, so disadvantaging 
them in the Incentive Scheme. 


— 12 ofthe 13 Health Authorities in the West Midlands are expecting to overspend their prescribing 
budgets (by between 0.6 and 10.5 per cent). This will severely reduce the PCG scope for 
developments next year. 


— The increased cost of generic drugs has reduced the savings identified in the Health Authority 
Prescribing Action Plan and Medicines Management Section of the Health Improvement 
Programme by several hundred thousand pounds, hence less money to invest in other areas of 
prescribing. 


2. HEALTH AUTHORITY CONCERNS 


Potential loss of financial control because of information time lag and lack of incentives for GPs. 
Impact on PCG budgets and development plans for 2000-01. 


Risk of technical difficulties with closing the account for 1999-2000 and reconciling income and 
expenditure and cash because of the delay in PPA information. 


Erosion of incentive for high generic prescribing thereby reducing the practices ability to meet the targets 
for the PCG Prescribing Incentive Scheme. 


Patricia Campbell 
Pharmaceutical Adviser 
Shropshire Health Authority 


* Not Printed. 
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Drug Name and Strength Sept 98 Dec 98 Mar 99 June 99 Sept 99 Sept-Sept 
Atenolol 50 mg 90p 87p 102p 122p 146p 62 
Atenolol 100 mg 122p 117p 136p 157p 192p oy 
Thyroxine 50 mg 19p 24p 44p 79p 87p 360 
Thyroxine 100 mg 21p 24p 67p 144p 162p 670 
Warfarin 3 mg 82p 76p 106p 158p 170p 107 
Warfarin 5 mg 121p 126p 160p 258p 276p 128 
Bendrofluozide 5 mg 1Sp 1Sp 15p 32p 100p 567 
Bedrofluozide 2.5 mg 1S5p 15p 18p 32p 86p 473 
Asprin 300 mg 12p 13p 13p 13p 13p 8 
Frusemide 40 mg 26p 28p 28p 193p 214p 723 
Amoxycillin 250 mg (15) 47p 47p Tip 83p 169p 260 
Amoxycillin lig 125 mg/ml/100 ml 91p 96p 103p 107p 134p 48 
Amoxycillin lig 250 mg/ml1/100 ml 153p 162p 174p 181p 225p 48 
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— Warfarin 5mg 
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Memorandum by the Prescription Pricing Authority (GD9) 


AVAILABILITY OF GENERIC DRUGS TO THE NHS 


1. PRESCRIPTION PRICING AUTHORITY (PPA)—BACKGROUND 


1.1 The PPA isa Special Health Authority that undertakes a range of functions as directed by the Secretary 
of State for Health. These main functions are: 


Pricing of NHS prescriptions for drugs and appliances. 
Making payments to dispensing contractors. 


The provision of information on prescribing trends and drug usage and the publication of the 
drug tariff. 


Investigation of potential prescription fraud by patients and contractors. 
The management of the NHS Low Income Scheme. 


1.2 The PPA currently employs 2,018 staff at 10 prescription processing divisions across the North of 
England and at its Headquarters in Newcastle-upon-Tyne. 


1.3 In 1998-99 the PPA processed 531 million prescriptions and authorised £5 billion for payment to 
contractors. During 1998-99 all key service targets, detailed in a comprehensive Service Level Agreement 
between the PPA and the Department of Health, were met. 


2. NORMAL BUSINESS CyCLE—AN OVERVIEW 


2.1 Prescriptions dispensed in a particular month are sent to the PPA by the contractor at the end of that 
month. Prescriptions are normally processed by PPA staff throughout the following month. Prescription 
processing activity is a high speed, interpretative data capture function, requiring high standards of 
productivity and accuracy to be met to ensure payments made and information provided are accurate and 


timely. 
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2.2 Prescription data is entered onto PPA computer systems. For each dispensed PPA processing staff 
enter a drug code, quantity dispensed and prescribing unit identifier. The systems are designed around the 
principle that staff will remember the codes for commonly dispensed items. Commonly dispensed drugs are 
allocated short codes of between 2-5 digits with the most frequently prescribed drugs having the shortest 
code. 


2.3 When generic drugs are in normal supply they will be entered into the computer systems with these 
short codes that link to the drug tariff price (a single price determined from the prices of a number of suppliers) 
for that drug. In these circumstances ‘any endorsement (information added to the prescription by the 
dispenser to assist the PPA in making an appropriate payment) by the pharmacist would be ignored. 


2.4 Arange of validation checks take place within these computer systems, prior to pricing and calculation 
of the payments due to contractors. These payments would normally consist of an 80 per cent advance 
payment and a balancing payment from the previous month. 


2.5 The processed data is used to construct a range of prescribing trends and cost reports for use across 
the NHS. The two of the most significance to Health Authority and Primary Care Group colleagues are: 


— Prescribing Monitoring Documents (PMD)—for GPs, PCGs and HAs. Monthly paper report 
providing prescribing costs against budgets. 


— Electronic Prescribing Analyses and Cost (EPACT and EPACT.net)—for GP practices (pilot 
system), PCGs and HAs. Electronic systems (computer to computer over a network and the 
internet) updated monthly. PACT is used to performance manage prescribing, set and monitor 
incentive schemes, monitor expenditure against prescribing budgets and forecast expenditure to 
year end. 


Normally these products are sent out or are available within three days of the conclusion of the monthly 
prescription processing cycle. 


3. CATEGORY D 


3.1 Drugs are placed in category D (within part 8 of the Drug Tariff) when there is a problem with their 
availability. 


3.2 The arrangements for entry (and exit) of a drug into Category D are agreed between the Department 
of Health and the Pharmaceutical Services Negotiating Committee (PSNC) and are administered by the PPA. 


3.3 Volumes of prescriptions for Category D items have traditionally been very low, normally around | 
per cent of prescriptions received. Historical records show that normally 30-40 drugs are listed in this 
category and that only a small number of them were commonly prescribed. 


3.4 In March 1999, whilst processing February 1999 prescriptions, the PPA first noticed that the number 
of products listed as Category D and the volume of prescriptions for category D items was starting to rise 
significantly. 


3.5 The current position (October 1999) is that 192 products are listed in Category D and the volume of 
prescriptions for Category D items is approximately 15 per cent of the total received. 


4. Tue IMPACT OF THE INCREASE IN CATEGORY D VOLUMES ON PRESCRIPTION PROCESSING 


4.1 A Category D prescription takes between three and four times as long for staff to process as a non- 
category D prescription. 


4.2 Once drugs are listed in category D the pharmacist will generally endorse the prescription with the 
name of the supplier from whom he has procured the drug as under the reimbursement rules the PPA is 
obliged to reimburse the pharmacist at the specific suppliers list price. 


4.3 A category D item endorsed with the supplier will have a code entered onto the PPA‘s computer 
systems, which identifies the supplier‘s version so that their list price is paid. As these codes are rarely used 
in normal processing they cannot be allocated short codes. The processing staff are therefore required to key 
a nine digit code (rather than the normal 2—5 digit code) that is different for each supplier and pack size. For 
example say 10 manufacturers or wholesalers supply a particular drug and produce it in three different pack 
sizes. The result is that any one of 30 different nine digit codes needs to be entered rather than the one short 
code normally used for this product. 


4.4 In addition these codes are not available on the quick reference charts normally used by processing 
staff and because they cannot be remembered they have to be looked up on new specially created reference 
documents. 
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4.5 The net result is that the increase in volume of category D prescriptions from their traditional low level 
to 15 per cent allied to an increasing tendency for pharmacists to endorse non category D prescriptions has 
led to a significant drop in productivity on prescription processing. 


4.6 The current position is that one month’s prescriptions are taking six weeks to process compared with 
the normal processing time of four weeks. 


5. THE IMPACT OF THE INCREASE ON CATEGORY D PRESCRIPTIONS ON PPA SERVICES TO STAKEHOLDERS. 


5.1 The delays to the prescription processing service caused by the category D problem have had the 
following consequences on PPA services to stakeholders: 


— The normal payment arrangements for contractors have been superseded by interim advance 
payments. The first interim advance was paid on 1 September 1999. This arrangement ensures 
contractors do not experience cash flow problems as a result of the delay to processing. 


— The provision of information on prescribing trends and costs to NHS stakeholders has been 
delayed. Information provision is currently six weeks behind normal schedule. 


5.2 The advance payment to pharmacists is now calculated on the contractors declared number of 
prescriptions multiplied by the latest available monthly average cost per prescription for that contractor. The 
average cost per item is adjusted upward by a factor of 1 per cent for each months delay. For example, if the 
advance payment for September prescriptions is based on the August average, the advance is made at 101 per 
cent of that figure. If the advance is based on the July average, the adjustment is 102 per cent. 


5.3 If category D levels remain unchanged it is forecast that information relating to October dispensed 
prescriptions cannot be provided until the end of March 2000. Normally information up to and including 
January dispensed prescriptions would be available at that point. This means that at the end of this financial 
year seven months rea] data instead of the usual 10 will be available. 


6. THE STEPS THE PPA Has ALREADY TAKEN 


6.1 Initially we took the view that the additional workload could be managed using existing staff working 
longer hours on overtime with changes we implemented to operational procedures to streamline the 
processing of category D prescriptions. 


We formed this view on the basis that: 


— The NHS was unable to predict at the time that the volume of commonly prescribed category D 
drugs would continue to rise (the current situation is unprecedented) and, 


— There was an expectation that the market would correct itself by other suppliers increasing supply 
of category D products. 


The shorgage of supply was therefore thought to be a temporary problem, was likely to be contained by 
the steps we had taken, and no additional action was considered appropriate. 


6.2 However the volume of category D prescriptions has risen steadily since March 1999 and now appears 
to have plateaued at around 15 per cent. 


6.3 Since March 1999 we have provided regular reports to colleagues in the Department of Health to assist 
officials to understand the nature, scope, recovery cost and likely future impact of the category D problem 
on the PPAs prescription processing service and the payment and information services provided by the PPA 
to stakeholders. 


In addition we have: 


— Continued to work substantial overtime—31 million prescriptions have been processed in overtime 
since March 1999 in over 140,000 overtime hours. 


— Recruited staff to deal with the category D problem and to replace leavers—the number of 
processing staff recruited to date in 1999 is 230. 


— Regularly communicated the impact of the category D problem on our payments and information 
services to our pharmacist and NHS stakeholders. 


— Developed and implemented an Interim Payments System to ensure dispensing contractors receive 
a payment each month. 


— Developed changes to the pricing system to ensure it can deal with prescriptions from two 
dispensing months in any calendar month. 


— Developed and are rolling out changes to our data entry systems to speed up the process to entering 
category D prescriptions—this it is estimated will improve productivity by 7 per cent one month 
post full implementation. 
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6.4 With category D volumes appearing to have stabilised at around 15 per cent we have recognised that 
the steps we have taken to date will not in themselves allow us to process a months prescriptions within a 
month, process the current backlog and put our payments and information services back to normal schedule. 


6.5 Although the Department of Health are proposing some changes to the rules surrounding products 
‘entry into and exit from category D, in our view, these proposals will not on their own bring the volume of 
category D prescriptions down to near historical levels. 


6.6 In parallel with the actions we have taken as detailed in paragraph 6.3, the PPA has also been actively 
involved in a project set up by the Department of Health to develop an appropriate business model for 
Electronic Data Interchange (EDI) between prescribers, dispensers and the PPA. It is envisaged that if this 
initiative were to be implemented allied to a programme of re-engineering of the PPA computer systems (to 
accept electronic messages and automatically validate prescription data to agreed rules) then the impact of 
high volumes of category D prescriptions on processing time-scales would be negligible. However this is not 
a short term solution to the current problem and this strand of the Information for Health strategy would 
require significant funding from the Department of Health. 


7. THE STEPS THAT THE PPA Now Proposes To TAKE 


7.1 We have already commenced discussions with officials from the Department of Health on a number 
of possible scenarios for dealing with the situation. We intend to take the following actions: 


— Recruit and train 154 additional processing staff to infrastructure capacity (1,446 staff— 
establishment currently 1,292). 


— Consider implementing shift working in order to maximise the number of staff to available 
computer terminals and buildings. 


— Consider whether further changes to our complex computer systems can be made to further speed 
up category D prescription data entry. 


7.2 In addition to the actions we have already taken these steps will, if category D prescription intake 
remains at around current levels, eventually enable services to return to normal timeframes. However, 
because the additional steps have significant implement lead-in times, recovery to normal timeframes will be 
a slow process and this is unlikely to be acceptable to the service. 


7.3 In the light of this we have commenced discussions with officials from the Department of Health on 
whether the backlog of prescriptions (at current category D levels—growing by two weeks every month) 
should be set aside to enable the PPA to make a “fresh start” on the latest months prescriptions. 


7.4 However in view of implementaiton lead-in times already referred to above and assuming category D 
levels remain as current this will not mean an immediate return to processing a months prescriptions within 
a month. It would however mean the timeframe to return to normal service levels would be considerably 
shortened. 


7.5 If the backlog were to be set aside, three approaches for dealing with it are thought to warrant policy 
consideration. They are: 


— Not process the backlog of prescriptions at all. This would mean relying on interim payments with 
no reconciliation to actuals (our view is that this is unlikely to be acceptable to contractors or NHS 
auditors) and the loss of prescribing data for the months concerned. 


— Process backlog over time when capacity allows. This would be a very slow process. 


— Process statistically valid sample of prescriptions to provide an assurance that any adjustment to 
the interim payments made to contractors was appropriate. With this option the attribution of 
dispensing data to prescribing budget holder unit would be lost. 


We are developing a sophisticated model to assess these decision options and will be discussing these with 
officials from the Department of Health in early course. 


8. CONCLUSIONS 


8.1 If the volume of category D items remains at current levels then is already apparent is that planned 
recruitment to maximum capacity and the introduction of shift work are essential to enable recovery. The 
PPA is pressing ahead with these strands of the recovery plan and will secure the additional funding required 
for these steps from the Department of Health. 


8.2 In the meantime we will continue to work towards and support the Department of Health’s efforts to 
develop and implement Electronic Data Interchange (EDI) between prescribers, dispensers and the PPA. 
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Examination of Witnesses 


Mrs HELEN MaArLow, Pharmaceutical Adviser, Croydon Health Authority, Mr CoLiIn HaAyTOoN, Chief 
Executive, Shropshire Health Authority, Ms LiInDA WHALLEY, Chief Executive, North Manchester 
Primary Care Group, and Mr Nick SCHOLTE, Chief Executive, Prescription Pricing Authority, 


examined. 


Audrey Wise 


1. Thank you very much. Welcome to our 
witnesses. My name is Audrey Wise, I am taking the 
chair pro tem. I will be slipping across and David 
Hinchliffe will be resuming the chair in a while. 
Perhaps you would like to start by introducing 
yourselves so it is in our oral record for the benefit of 
our note takers. Perhaps if we start with you, Mrs 
Marlow. 

(Mrs Marlow) Okay. Iam Helen Marlow. I am the 
Pharmaceutical Adviser for Croydon Health 
Authority. The role of my post is basically to provide 
strategic advice to the health authority on clinical, 
professional and policy matters relating to 
pharmaceutical services and prescribing, including 
GP prescribing budgets. 

(Mr Hayton) I am Colin Hayton, the Chief 
Executive of Shropshire Health Authority. 

(Ms Whalley) I am Linda Whalley, Chief 
Executive of North Manchester Primary Care 
Group, responsible for 128,000 patients registered 
with 67 GPs in 30 practices across North 
Manchester. 

(Mr Scholte) I am Nick Scholte, the Chief 
Executive of the Prescription Pricing Authority. I 
have been in post since March 1999. 


2. Can I just say to the witnesses that the acoustics 
in these rooms are not good so think in terms of 
projecting, even almost shouting. If I can kick off 
with a question to our first three witnesses in 
particular to tell us just briefly, because you have 
given very helpful written evidence, what has been 
the financial impact of the recent developments in the 
pricing and availability of generic drugs? Have there 
been any organisational consequences? 

(Mrs Marlow) In my own area—Croydon—my 
PCGs are facing between a 0.92 per cent and a 3.18 
per cent overspend on their prescribing budget at the 
moment which is forecasting a £500,000 overspend 
on a £25.5 million budget and that is after any 
contingency funds we have got available. For us it is 
a real concern. 

(Mr Hayton) Similarly in Shropshire we are facing 
a £1.6 million overspend on a budget of £42 million 
when we thought we had set realistic budgets at the 
beginning of the year. The effect of the costs of 
generics on that appears to be significant, a 7.7 per 
cent increase in the volume of generics in the year to 
June but a 20 per cent increase in costs, and in 
particular months even more significant figures. 

(Ms Whalley) Across Manchester we have an 
overspend forecast at 1.7 million for primary care 
groups. The impact varies between just under a third 
of a million at one primary care group to just over 
half a million at another primary care group. All four 
primary care groups are being affected both 
financially and organisationally because we are 
having to use contingency funds across the city as 
well as additional funds earmarked for investment in 
primary care and hospital services as well. We 


envisage that whatever outcome there is to the 
problem this year there will be repercussions in the 
next financial year as well. 


Mr Gunnell 


3. I was going to ask how you imagine the present 
problems you have will affect forward planning and 
in particular how you think they will affect your 
budget setting and prescribing next year? 

(Mr Hayton) It is a serious concern in that any 
overspend this year which we find almost certainly 
impossible to balance this year will be a first call on 
any resources next year. Effectively our development 
aspirations in primary care next year are going to be 
prevented by having to put money into prescribing in 
an unplanned way. 

(Mrs Marlow) It is going to be very difficult next 
year to know what level of prescribing budget we are 
going to need as well as worrying about the problems 
of this year’s overspend. Because of the information 
we have available we are not very clear of the impact 
of the generic prescribing problem, how long it is 
going to last, if it is ever going to resort back to 
previous levels and also, as Iam sure a colleague here 
will say, there are problems with information coming 
from the Prescription Pricing Authority which are 
not their fault at all. This information is vital to us in 
terms of our financial planning and managing our 
prescribing budget and if that information is severely 
delayed, which it is at the moment, it causes extra 
problems. 

(Ms Whalley) In addition to the comments from 
my colleagues, an additional problem I would like to 
highlight is the fact that this is the first year in 
primary care of cash limited prescribing budgets. 
They have been set on the basis of historic spend this 
year because of the need to set realistic targets for 
primary care to aim for. I think we have all tried to 
set budgets that are realistic. In my primary care 
group we have six practitioners who are currently 
forecasting an underspend but they are all very small 
underspends, around about one per cent, and most of 
them are under one per cent. Five of those practices 
all had significant overspend in previous years. What 
we will see next year, when we move away from 
historic spend towards more capitation based 
targets, are budgets that it will be very difficult for 
primary care to meet. I think in addition to the 
difficulties around getting information to inform the 
process there is a management process which will 
become much more sharply focused next year 
because the pressures will become much more acute. 
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4. I would be very interested to hear whether there 
has been any effect on the motivation of GPs’ 
primary care groups because working hard at 
increasing your rate of generic prescribing could 
release resources for other clinical services. 

(Ms Whalley) Indeed. 


5. If you find that all that hard work does not 
actually deliver the goods it must be quite difficult for 
you to inspire the people to continue that process. 

(Mr Hayton) Certainly increasing generic 
prescribing rates has been a target for all our six 
primary care groups and our estimate is that we have 
lost the potential of a third of the savings because of 
the generic price increase. As my colleague said, 
primary care groups are in their first year, this is the 
first year of cash limited budgets overall, and we 
desperately want primary care groups to be a success 
and to move into next year as a success. They are 
looking for developments in primary care 
particularly which this financial trend may prevent 
them achieving next year. 


Mr Burns 


6. I was just wondering when you first became 
aware that this was a more serious problem than just 
a temporary blip? Leading on from that, have you 
had any formal notification or guidance on the 
problems from either the Department of Health or 
the Prescription Pricing Authority? Can I wrap that 
up with a question that has been alluded to in some 
of the earlier answers and that is have you had any 
indication of how long this problem will last? 

(Mrs Marlow) I suppose it started to become 
apparent as we started to get the financial statements 
for this financial year’s prescribing budgets, so 
April’s financial statements probably really started 
reaching us about eight weeks after the end of April, 
July time. That was when it really started to become 
apparent. We think it is probably three. per cent of 
our prescribing costs. We have had some informal 
discussions with our NHS Executive Regional Office 
about the problem. We do not know how long it is 
going to last and at the moment we have not got very 
much information about how long this problem 
may last. 


7. Can I just ask, you mentioned you had some 
informal discussions, what has been the feedback? 

(Mrs Marlow) Health authority pharmaceutical 
advisers meet regularly with the _ regional 
pharmaceutical advisers to discuss prescribing issues 
and obviously this is an issue that is near the top of 
our agenda. We have been talking about the mutual 
problems it is causing us, the size of the financial 
problems and what we can do about it, what 
information we know about it. Our regional 
pharmaceutical adviser has been able to feed back 
some information from the NHS Executive that 
they have. 


8. What sort of information? 

(Mrs Marlow) How they are investigating it, that 
they are aware there is a problem and the things they 
are doing about it, information about the problems 
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it is causing the PPA and that they are trying to 
support the Prescription Pricing Authority in 
managing the delay and information problem. 


Audrey Wise 


9. Anyone else? 

(Mr Hayton) Just to reinforce that, there was no 
indication this could be a problem in budget setting 
for this year so we made no allowance. I do not think 
any other health authority has made an allowance for 
this kind of trend during the year. So it has hit us 
since the financial year started. 

(Ms Whalley) I would like to add that it reinforces 
the difficulties that we are having in terms of 
motivation. The two questions are very much linked 
because not only do we have the financial pressures 
but we have a credibility issue in a sense in that we 
cannot really give any sensible explanation to the 
GPs in the primary care groups as to exactly how the 
problem has arisen in the way that it has and when 
we can expect solutions. That in turn is undermining 
our efforts, quite considerable efforts, to engage with 
the clinicians across the board in the activities of the 
primary care group. 


10. On the question of timing, there was 
apparently some informal research in Birmingham 
which had come to light certainly by May about the 
pretty hefty increases. Were any of you aware of any 
of that? 

(Mr Hayton) Not research. There had certainly 
been discussions amongst chief executives in the 
West Midlands sharing the analysis that prescribing 
advisers had been doing during the summer, but I 
think this was largely unexpected. 


Mr Gunnell 


11. Have the current problems had any direct 
impact on patients? Are you aware of any patients 
who have been put at risk either by non-availability 
of the drugs that they are on or that they regularly 
need or through having different packaging? 

(Ms Whalley) I can certainly say that I have 
information from a number of GPs not necessarily 
about risk, but certainly about confusion arising out 
of different packaging and the different doses and so 
on that people have been having to come to terms 
with. Not only is that the problem from the patients’ 
point of view, but it is increasing the workload within 
primary care because obviously those concerns from 
the patients have to be addressed as well and I think 
it is going to be another problem when the 
availability of drugs is resolved because obviously 
the patients will then have to get used to a different 
look of medication again. I think ultimately it is part 
of the general practitioners’ desire to improve quality 
across primary care and that involves consistency of 
care as well and in this day and age presentation 
does matter. 


12. Patients do get used to particular drugs in 
particular packaging. 
(Ms Whalley) Very much so. 
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Audrey Wise: We do not want to neglect our 
witness from the Prescription Pricing Authority 
permanently and Peter has something to address to 
you. 

Dr Brand: We had comments on the delay in the 
issue of PACT data. Very kindly our witness said that 
it was out of your control. I would like a little 
expansion on that and what are the problems you 
have been getting which means that you now face, or 
at least clinicians are facing, a three or four-month 
delay instead of the usual six weeks. 


Audrey Wise 


13. Before you answer that, can I just translate 
that, that “PACT” is “prescribing analysis and cost”. 
We do want our report to be intelligible to the 
wider public. 

(Mr Scholte) I will try and be brief. PACT is one of 
the range of reports that we produce on prescribing 
habits and cost information. It may be helpful to the 
Committee if I can take you through the normal 
pricing procedure for generic drugs and then explain 
to the Committee what the outcome of the placement 
of drugs in Category D has on the PPA and our 
ability to provide information in a timely manner. 
Generic products are normally in Category A of the 
drug tariff. The reimbursement price to the NHS 
determined by a basket of suppliers is two times the 
wholesale price and one times the manufacture price, 
and there are two wholesalers and _ three 
manufacturers. When a product moves into 
Category D it is when either two wholesalers or one 
wholesaler and two manufacturers declare that they 
have less than four weeks of stock available for 
distribution. If the product moves into Category D, 
the pharmacist can endorse the prescription with a 
specific supplier and the PPA are obliged to 
reimburse the pharmacist at the specific price for that 
specific manufacturer. 


Dr Brand 


14. Do you make any investigation as to whether 
there is indeed a four week supply? 

(Mr Scholte) We ask suppliers to declare their 
stock position. 


15. Which suppliers do you ask? Do you ask local 
British suppliers? Drugs are a global market and 
when there were profits to be made parallel importing 
was absolutely rife, and Greek Azantac and Italian 
Salbutamol were the norm at one stage. Are you 
actually looking at a broader availability or do you 
have a very strict national criterion? 

(Mr Scholte) We have a very strict criterion. We 
look at the same suppliers for availability of stocks. 


16. That is not the answer to the question. Are you 
only looking at British manufacturers or are you 
looking at the global availability of a particular drug? 

(Mr Scholte) We are looking at the stock levels 
held by the companies that go into making the basket 
which determines the drug tariff price. 


17. So those particular companies would actually 
control by their activity whether a drug is in Category 
A or in Category D? 
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(Mr Scholte) The stock level held by the three 
manufacturers and the two wholesalers determines 
whether or not a drug is in Category D or not. 


18. So they effectively control whether something 
goes into Category D or not by their rate of 
manufacture? 

(Mr Scholte) In essence, yes. 


19. And you have not really been worried about 
that as a concept? 

(Mr Scholte) We operate this rule as agreed some 
time ago, I believe, and certainly before my time, with 
the Department of Health that those are the suppliers 
that we should go to for this information. 

Dr Brand: Well, we will obviously have to ask 
Ministers about that. It sounds like a very cosy 
relationship. 


Mr Austin 


20. Just so I can get my head round this, the 
presence of a product on Category D is not just that 
it is a generic product in short supply, but it is in short 
supply at the lowest cost? 

(Mr Scholte) It is in short supply at either both of 
the wholesalers in the basket or one wholesaler and 
two manufacturers. This is the rule 

that— 


21. So there may not be a shortage per se of the 
particular product, but just a shortage at what would 
be deemed a low price? 

(Mr Scholte) It is a shortage at two of the 
manufacturers and a wholesaler in the basket or both 
wholesalers. That is the way that the current rule 
operates. 


Audrey Wise 


22. So price does not enter into that? Those 
wholesalers and manufacturers have not been chosen 
because they are lower priced than some others, 
have they? 

(Mr Scholte) I believe that the basket of 
wholesalers and manufacturers was chosen because 
at the time they were chosen they represented a large 
market share of generic products. 


Mr Austin 


23. The point I am trying to get at is that there may 
not actually be an actual shortage of a particular 
generic drug. 

(Mr Scholte) Under the rule a product moves into 
Category D when there is a shortage of stock, less 
than four weeks, held by either both wholesalers or a 
wholesaler and two manufacturers. That is the rule 
we are required to operate. 


24. But not a shortage of stock at an affordable 
price? 

(Mr Scholte) The affordable price concept comes 
from the basket price and I have explained to the 
Committee how it is constructed. 

Dr Stoate: It is actually rather pivotal to our 
investigations and, in fact, I must quote from a 
memorandum issued by the Department of Health 
and it says, as you quite rightly pointed out, 
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“Category D status is determined by the stock levels 
of five ‘basket’ suppliers—two wholesalers and three 
manufacturers. In some cases, supply may have 
recovered, but wholesalers are choosing not to hold 
4 weeks’ worth of stock—the current threshold for 
‘Category D’. It is now also clear that the principal 
stockholders are often outside the ‘basket’ and so are 
not taken into account in PPA’s assessment.” What 
the Department is, therefore, saying in its own 
memorandum is that there seems to be evidence that 
the ones that we look at, this so-called “basket”, are 
choosing to keep low stock levels, despite the fact 
that other stockholders outside the basket may have 
adequate or ever very good supplies. This has, I 
think, enormous implications for the pricing of drugs 
because, as you quite rightly pointed out, once the 
drug is on Category D, not only has it the effect of 
forcing prices up because there is a shortage and, 
therefore, they can start to force the price up, but it 
would be insane for a chemist not to dispense the 
most expensive version of that product because in 
that way the chemist gets the most profit. So we are 
actually looking at a situation which is rigged or 
potentially rigged, and I will not say “allegedly 
rigged”, 

by— 
Dr Brand: I would! 


Dr Stoate 


25.—by five stockholders who choose, and I will 
stress the word “choose”, to keep stock levels at 
whatever level they think appropriate and that will 
have the knock-on effect literally of destabilising the 
entire market and causing our primary care groups 
and other professionals significant problems. Surely 
the PPA must have a view on that. 

(Mr Scholte) I am certainly aware of the 
discussions which have been going on within the 
Department about the rules for entry and exit from 
Category D status. I am not defending the process as 
it currently exists, but I am just trying to explain to 
the Committee how we are required to operate that 
rule. 


Audrey Wise 


26. Is the Department likely to enter into any 
discussion with you as being the people with the 
experience on the ground to ask you about it and, if 
they do, do you have a view? 

(Mr Scholte) We are constantly being asked for 
information by the Department of Health to feed 
into their discussions internally within the 
Department about the rule set surrounding Category 
D. I am not privy to any decisions that the 
Department may have come to or conclusions that 
they have reached in relation to rule changes. 


Dr Brand 


27. Can I just ask a factual question. Do any of the 
manufacturers in your basket also make branded 
versions of the generic products that you are pricing? 

(Mr Scholte) 1 am afraid I do not have that answer 
to hand. 
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Dr Brand: It might be useful for the Committee to 
know that. 


Audrey Wise 


28. We will ask further witnesses. 
(Mr Scholte) I can see certainly if we hold that 
information and supply it to the Committee. ! 


29. It is pretty crucial information, is it not? 
(Mr Scholte) Yes. 


30. You would not be able to form a view really 
without having that information to hand? 

(Mr Scholte) No, you are quite right on the 
questions that are being raised, yes. 

Audrey Wise: We will ask other witnesses and we 
will suggest that you also send us a note about that. 


Mr Burns 


31. Clearly as an Authority you are probably in the 
best position to identify the problems that have 
emerged. Can you tell us exactly when you told the 
Department of Health of the problem and can you 
tell us the nature of your dialogue with the 
Department of Health since telling them? 

(Mr Scholte) The problem was first identified by 
the PPA in March this year whilst processing the 
February prescriptions. 


32. Right. 

(Mr Scholte) Not with me at this table but I have 
a schedule which I can make available to the 
Committee which will detail all the communications 
that we have had with the Department of Health on 
the issue of Category D. Our main concern in those 
communications has been to highlight the problem 
and, secondly, to propose to the Department how we 
at PPA can deal with the situation to stop the 
position deteriorating.” 


33. For clarity, you identified the problems in 
March 1999 following your processing of the 
February documentation? 

(Mr Scholte) That is correct. 


34. Did you tell the Department of Health in 
March 1999 or was it later? 

(Mr Scholte) I believe it was in April 1999 but I 
would have to check the exact detail. We have been 
reporting monthly to the Department as to the 
position at the PPA. 


35. You then went on to say, and you have just 
repeated, that monthly you were telling the 
Department of Health. What has been the reaction 
or the response from the Department of Health? 

(Mr Scholte) Supportive to the steps that we wish 
to take to try to contain the problem in terms of the 
growing backlog of prescriptions that we are now 
having to plough through. 


' See Ev., p 62. 
2 GD 9A (Not Printed). 
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Audrey Wise 


36. What steps are they? 

(Mr Scholte) The steps we have taken to date are 
basically to work overtime to try to contain the 
problem. We have processed 31 million prescriptions 
in 140,000 overtime hours since April 1999. We have 
recruited 230 staff to process prescriptions and we 
have taken steps to re-engineer our computer systems 
to speed up the processing of Category D 
prescriptions. Those steps have helped to contain the 
problem. The problem is of such magnitude that they 
are not allowing us to get back to month in month 
processing of prescriptions. 


Mr Burns 


37. How do you hope to do that? 

(Mr Scholte) We have made a number of 
suggestions to the Department of Health as to the 
steps we can take to recover month in month 
processing. 


38. Which are? 

(Mr Scholte) Recruit additional staff, move to shift 
work to maximise the number of people that we can 
employ to the available building and information 
technology systems and we are looking to make 
further changes to our computer systems to speed up 
the processing of prescriptions generally. 


39. The response to those proposals? 

(Mr Scholte) It has been positive, although I have 
to say that I have not yet received any adjustment to 
my allocation to enable me to pay for those. 


40. Does that mean then that until you have sorted 
that problem out you will not actually be making the 
adjustment, taking on the extra staff and changing 
the computer systems? Will you be waiting until you 
have got assurances from the Department of Health 
of additional funding? 

(Mr Scholte) No. | feel as though I have sufficient 
assurance to enable me to activate those steps that I 
need to take with immediate effect. 


Audrey Wise 


41. So what you are saying is that in addition to the 
actual direct prescription costs there is also a 
substantial cost in administration which is the result 
of this problem with the generic prescription 
products? 

(Mr Scholte) On those steps that I have just 
described, yes. 


42. Any idea how much? 
(Mr Scholte) It is of the magnitude of £3.2 million 
per year to enable us to recover the position. 


43. Per year? 
(Mr Scholte) Until the position is recoverable, yes. 


44. By how many years do you think? 

(Mr Scholte) That is difficult to say. That is 
basically contingent on a number of issues or policy 
decisions, shall we say, that have yet to be made. 


45. You mentioned a schedule of correspondence, 
could you forward all of that to the Committee, 
please? 
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(Mr Scholte) Would you like the actual 
correspondence as well? 


46. Yes, I think we would like the summary and the 
actual correspondence. 
(Mr Scholte) Yes, I can do that. 


Mr Austin 


47. The health authorities and primary care groups 
receive your reports, can I ask what attempts you 
have made to explain to them the issues and how they 
might be resolved and when they might be resolved? 

(Mr Scholte) Right. Again, we have written to 
most of our colleagues in the NHS primary care 
group level, health authority level and so on regularly 
to explain the nature of the delays we are currently 
experiencing and forecasting when the next data will 
be made available. Again I have a full schedule of 
that correspondence which I will be happy to supply 
to the Committee. 


Mr Gunnell 


48. Is there a probability that stockpiling is 
occurring at some point in the chain which could, as 
you put the picture, either be stockpiling by the 
manufacturers to deliberately create a shortage or it 
could be stockpiling by suppliers, wholesalers? Have 
you any evidence that the actual manufacture of 
these products is at a much lower level or do you 
believe that there is some blockage in the chain which 
presumably is for pricing purposes? 

(Mr Scholte) 1am not sure I am qualified to answer 
that question, Mrs Wise. I really do not have any 
concrete information as to whether what you are 
alleging is occurring is actually occurring. I am not 
privy to that information. 


49. lam suggesting it could be happening. It could 
be that ultimately patients are put at risk as a result 
of this behaviour. 

(Mr Scholte) It is certainly true to say that there is 
no great body of evidence that suggests that 
medicines are not reaching the patients. 

Audrey Wise: Now, we have a problem in that we 
are doing this as a very brief inquiry in order to get 
matters on the record, to make suggestions if we feel 
we can accumulate enough evidence but it is a very 
tight schedule. You have been very helpful in 
providing written information and are going to be 
even more helpful. You should feel free to send any 
supplementary things to us which arise from today’s 
evidence session. We feel perhaps we have got a 
pretty good idea of the problem but less of an idea 
about the cause and even less about the solution. We 
have got a number of sessions to today’s proceedings 
and I think we would like to draw this particular 
section to a close. I would say you are most welcome 
to remain, assuming you can find a seat, to hear the 
remaining evidence which you might also find of 
considerable interest. If I could thank you very much 
for the very helpful evidence you have given, orally 
and in writing, and we will follow up and ask our next 
set of witnesses to come forward or come in, as the 
case may be. Thank you very much. 
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Memorandum by The British Generic Manufacturers Association 
GENERIC DRUGS (GD4) 


EXECUTIVE SUMMARY 


1. The generic pharmaceutical industry in the UK provides 50 per cent of NHS medicines at 10 per cent 
of the total drugs bill. The generic share of the £5.6 billion drugs bill is £500 million. Without the generics 
industry, the drugs bill would, on current statistics, be £7.9 billion. The generics industry is responsible for 
250 million prescriptions, over 15 billion tablets and 1,500 presentations. 


2. Even with recent price increases, for products like Thyroxine, that currently costs 3.4 pence per tablet, 
and treats the serious disease of an overactive thyroid, it still compares extremely favourably with branded 
medicines for treatment such as migraine, which cost the NHS £8 a tablet. 


4. Regent produced 1.6 billion tablets, or 10 per cent of the market. Inevitably, in order to meet this 
increase in demand, manufacturers have had to increase and switch their own production. This has led to a 
reduction in the supply of other products, as manufacturers fight to meet orders. The generic industry, in total 
volume terms, had recovered from this shortfall by June 1999. We can say that BGMA members are supplying 
more volume in total to the NHS than in 1998. 


4. The Government has also failed to introduce a mechanism for bringing patient packs effectively into 
the Drug Tariff, meaning that there is no separate and efficient way of pricing the pack when it is initially 
introduced. Because of this, the patient pack is also likely to end up in category D where it then has to be pro- 
rated against the bulk price in category D and set close to the branded price. 


5. In the short term, if pharmacists cannot obtain sufficient supplies of a particular generic medicine, the 
product moves into category D of the Drug Tariff and pharmacists are reimbursed at list price. This move 
may be a function of shortages per se; or, where the industry has moved into patient packs, and the bulk pack 
moves into category D as it becomes in short supply. A pharmacist is then motivated to continue to chase 
bulk in the market place due to the higher reimbursement price in category D. 


6. The combination of the uncoordinated introduction of patient packs and the supply gap left by the 
closure of Regent has lead to the widespread use of category D. 


7. Generic manufacturers have responded to the shortages but this in itself creates further shortages. 
Rather than the normal manufacturing planning process of larger production runs and building safety stocks, 
the urgency of “out of stocks” is causing manufacturers to carry out less efficient, more costly, short runs to 
meet the “out of stocks” as quickly as possible. 


8. The BGMA has recommended that the Government takes the following action: 


— In the immediate term, reform category D and facilitate the entry of patient packs into the Drug 
Tariff, to eliminate and establish a new level playing field where normal competitive pressures will 
lead to lower prices when all parties have moved into patient packs in line with Directive 92/27/EEC. 
Ensure bulk is not abused within the Drug Tariff system when patient packs are freely available. 


— Inthe longer term, engage the industry in dialogue to find a new mechanism for pricing which gives 
predictability and stability for government and ensures that industry can thrive in order to meet the 
supply of increasing demand for a wider portfolio of products in a sustainable way. No one in the 
industry or government should wish for there to be a situation where certain products become 
uneconomic to manufacture. 


9. The current diffficulties should not be allowed to be taken out of perspective or panic allowed to set in, 
which could undermine not just the generic industry but the public’s perception of generics. Even with the 
current increases in prices of generics, they have moved from supplying 50 per cent of all prescriptions at a 
cost of 10 per cent of the total drugs budget to 12 per cent. 


10. The BGMA is grateful to the Health Committee for carrying out this investigation and looks forward 
to its recommendations. 


EVIDENCE 


1. The Generic Pharmaceuticals Industry 


1.1 The British Generic Manufacturers Association (BGMA) is a trade association established to 
represent the interests of the UK based manufacturers and suppliers of generic medicines and to promote the 
development of the generic medicines industry in the UK. 


1.2 It has seven members, who supply over 70 per cent of generic medicines in the UK. They are APS/Berk, 
Cox Pharmaceuticals. Genus Pharmaceuticals, Lagp Pharmaceuticals, Norton Healthcare, Ranbaxy (UK) 
and Rosemont Pharmaceuticals. 
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1.3 The generics industry provides low cost, high quality medicines for the NHS working, to the same 
standards of Good Manufacturing Practice (GMP) as the research based industry. 


1.4 Generic manufacturers produce products at a quarter or sometimes a tenth of the price of branded 
products, but with the same active ingredients and to the same high standards. The average price of a generic 
prescription is £3.78. The average price of a branded prescription is £13.04. 


1.5 The generic pharmaceutical industry in the UK provides 50 per cent of NHS medicines at 10 per cent 
of the total drugs bill. The generic share of the £5.6 billion drugs bill is £500 million. Without the generics 
industry, the drugs bill would, on current statistics, be £7.9 billion. 


The generics industry is responsible for: 
— 250 million prescriptions 
— over 15 billion tablets 


— 1,500 presentations 
1.7 Every one per cent swing to generic from branded medicines saves the NHS in excess of £40 million. 


1.8 The UK generic industry therefore makes a very considerable contribution to minimising the NHS’ 
drugs bill and, in doing so, enables NHS funds to be made available to cover the costs of research into and 
purchase of new products by the branded sector. The contribution of the generic sector in providing 
“headroom” for new research has been recognised by the European Commission and HMG. 


1.9 This remains true notwithstanding the recent shortages in the market place, which have led to higher 
than usual generic prices. The generics industry has a unique relationship with its main customer, the NHS, 
in that the more generic products it buys, the lower the drug bill goes. 


1.10 Even with recent price increases, for products like Thyroxine, that currently costs 3.4 pence per tablet, 
and treats the serious disease of an overactive thyroid, it still compares extremely favourably with branded 
medicines for treatment such as migraine, which cost the NHS £8 a tablet. 


1.11 The UK generic expenditure per head continues to be lower than many other leading European 
countries, for example France and Germany. 


2. The generic medicines pricing mechanism and category D 


2.1 The generics industry is a commodity market. Prices are determined by the competitive marketplace— 
it is unusual for a generic medicine to be produced by a sole manufacturer. 


2.2 Competition between the different suppliers has kept prices amongst the lowest in the world. Equally, 
in a commodity market, when there are shortages in a product, prices rise. When demand is low, prices fall. 


2.3 Recent demand for generics has outstripped supply following Regent GM Laboratories suspending 
production at the end of 1998 


2.4 The BGMA has no evidence to suggest that any patient has gone without their medicine. 


2.5 The Drug Tariff, which sets pharmacists’ rembursement prices for generics, is calculated monthly and 
reflects prices charged in the market place. It too, therefore, is a mechanism based upon supply and demand. 
If demand exceeds supply, the price charged in the supply chain will increase, and be reflected in the Tariff. 


2.6 In the short term, if pharmacists cannot obtain sufficient supplies of a particular generic medicine, the 
product moves into category D of the Drug Tariff and pharmacists are reimbursed at list price. This move 
may be a function of shortages per se; or, where the industry has moved into patient packs, and the bulk pack 
moves into category D as it becomes in short supply. A pharmacist is then motivated to continue to chase 
bulk in the market place due to the higher reimbursement price in category D. 


2.7 Due to the way that the system works, the pharmacist 1s motivated to endorse the highest price possible 
under category D. Even if the manufacturer is selling the product at a lower price to that in the list, if the 
pharmacist purchases the product from a wholesaler or other third party distributor, they will be reimbursed 
the price set by the wholesaler or third party distributor. The margin added is totally at the discretion of the 
distributor. 


2.8 Since pharmacists normally buy generics at a discount, reimbursing them at the list price further 
exacerbates the effective price increase to the NHS. This is a function of the system of reimbursement, rather 
than the action of the supply chain. 
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2.9 For example: 


Price of branded medicine £50.00 
Assume discount of 12.5 per cent distributor/pharmacist’s margin £6.25 
Manufacturer’s ex-factory selling price £43.75 


Compared to 


Price of generic equivalent medicine £25.00 
Assume discount of 20 per cent distributor/pharmacist’s margin £5.00 
‘Manufacturer’s ex-factory selling price £20.00 


2.10 When a product is in category D, in order for the generic manufacturers to be able to compete with 
the brand by giving equivalent profit to the distributor/pharmacist, the generic manufacturer needs to set the 
list price close to the branded price or lose out in the market. Thus, real generic prices increase less than 
suggested by price lists because the discounts offered are greater. In the above example (2.9), no rationale 
exists for a pharmacist to buy a product in category D at £25 when they can buy a branded product and be 
reimbursed £50. 


2.11 There is evidence that stock levels in the supply chain have increased. This may be being held in the 
face of current price rises to enable higher margins to be made. BGMA members have significantly increased 
the quantity of product being manufactured, making up for the absence of Regent from the market, and yet 
litle more appears to be being dispensed. The excess is, therefore, likely to be elsewhere in the supply chain. 


3. Reasons for increase in number of products in category D 


3.1 The reasons for the perceived shortage in the supply of generic medicines, the increase in the number 
of products in category D and, hence, apparent costs to the NHS are: 


3.1.1 The closure of Regent GM Laboratories (not a BGMA member) 


3.1.1.1 Regent produced 1.6 billion tablets, or 10 per cent of the market. Inevitably, in order to meet 
this increase in demand, manufacturers have had to increase and switch their own production. This 
has led to a reduction in the supply of other products, as manufacturers fight to meet orders. The 
generic industry, in total volume terms, had recovered from this shortfall by June 1999. This overall 
figure may mask shortages in specific products which we cannot quantify as we do not have product 
specific data or visibility to who is producing what. We can say that BGMA members are supplying 
more volume in total to the NHS than in 1998. 


3.1.2 Change in manufacturing plants 


3.1.2.1 Two of the largest manufacturers—Norton Healthcare and APS/Berk—have moved their 
manufacturing to plants outside the United Kingdom. Whilst both companies have maintained and, 
indeed, increased supplies into the market, inevitably their flexibility has been limited. 


3.1.3 The introduction of patient packs 


3.1.3.1 The labels and leaflets directive [Directive 92/27/EEC] requires patients to be given essential 
information about a medicine and the way in which it should be used on the label on the product 
and in a patient information leaflet [PIL]. The directive is written on the intention that, as is the case 
almost everywhere in the EU, patients are given a whole small tamper evident pack—a patient 
pack—of medicines when their prescription is dispensed. Almost uniquely in the UK, pharmacists 
have traditionally dispensed prescriptions by counting or measuring medicines supplied in large 
containers (bulk packs) into small bottles or jars. 


3.1.3.2 The Government has yet to announce its conclusions on a formal consultation on 
implementating the Directive, which concluded in October 1998. The law states that the deadline 
for its implementation is 1 January 1999. As patient packs are the only safe and cost effective way to 
implement legislation, and without, to date, any guidance from the Government on the introduction 
process, BGMA members are in the process of switching their production from bulk to patient 
packs. This has, inevitably, led the trade to seek out diminishing supplies of bulk, leading to 
apparent shortages, only further exaggerated by the motivation to continue doing so, when the bulk 
pack ends up in category D. 
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3.1.3.3 The Government has also failed to introduce a mechanism for bringing patient packs effectively 
into the Drug Tariff, meaning that there is no separate and efficient way of pricing the pack when 
it is initially introduced. Because of this, the patient pack is also likely to end up in category D where 
it then has to be prorated against the bulk price in category D and close to the branded price. It is 
impossible to predict if, and when, patient packs will appear in the Drug Tariff. As an example, of 
116 products converted from bulk to patient packs, only 27 of these have been listed in the Drug 
Tariff. Products may move to category D, therefore, without there being a real shortage of the 
medicine. The various distributors also take over a month to include new patient packs on their 
electronic systems as this can only be done after a PIP code is assigned to the product, which itself 
might take a month to be allocated and distributed. 


3.2 The combination of the uncoordinated introduction of patient packs and the supply gap left by the 
closure of Regent has led to the widespread use of category D. 


3.3 There is also a lag effect when products move out of category D because the Drug Tariff responds to 
falling market prices, which are themselves only brought about by increased competition and availability of 
products. This takes time to have effect. 


3.4 Generic manufacturers have responded to the shortages but this in itself creates further shortages. 
Rather than the normal manufacturing planning process of larger production runs and building safety stocks, 
the urgency of “out of stocks” is causing manufacturers to carry out less efficient, most costly, short runs to 
meet the “out of stocks” as quickly as possible. 


3.5 It is the nature of the business and market that there is no incentive for manufacturers to invest other 
than on the basis of perceived short-term opportunity—investments in patient packs and in extra capacity 
are both risks. Manufacturers will, therefore, be reluctant to invest in new equipment and staff to produce 
additional products that might currently be in short supply unless there is some certainty of continuing 
demand. 


3.6 BGMA members are confident that demand for early problem products has now settled down and 
there have been some respectable falls in prices. However, manufacturers have not had the big picture of what 
has been in demand in the market. Without this information, they have had to be reactive to sudden changes 
in demand and supply, rather than proactive. 


4. Moving forward 


4.1 Some member companies are supplying stock data to the Prescriptions Pricing Authority (PPA) 
weekly to assist in reducing the Category D list. 


4.2 Shortages and prices above historical lows may remain because of: 


— Consolidation in supply due to only certain products becoming competitive to produce. If prices of 
particular products fall below the uneconomic, most manufacturers will withdraw from production. 
Inevitably, prices then go up again. 


— As the generic market continues to grow in volume, but historically not in value, further investment 
in manufacturing capacity may be too high risk due to volatility of the market. 


— Inefficiencies due to unplanned swapping of production between products—some manufacturers 
are only running at 80 per cent of their capacity due to the inefficiencies inherent in switching 
products on short runs in an attempt to meet specific shortages in the shortest time possible. 


4.3 Other potential problems exist due to potential panic buying in the face of Y2K, although the BGMA 
as suppliers to the NHS, are co-operating with the Department of Health to ensure that this situation is 
minimised. Uncontrolled noise and inaccurate reporting on generic supply difficulties, however well 
intentioned, can only further exacerbate the situation with regard to supply. 


5. Recommendations to Government 


5.1 The BGMA has recommended that the Government takes the following action: 


5.1.1 In the immediate term, reform category D and facilitate the entry of patient packs into the Drug 
Tariff, to eliminate bulk and establish a new level playing field where normal competitive pressures will lead 
to lower prices when all parties have moved into patient packs in line with Directive 92/27/EEC. Ensure bulk 
is not abused within the Drug Tarriff system when patient packs are freely available. 


5.1.2 In the longer term, engage the industry in dialogue to find a new mechanism for pricing which gives 
predictability and stability for government and ensures that industry can thrive in order to meet the supply 
of increasing demand for a wider portfolio of products in a sustainable way. No one in the industry or 
government should wish for there to be a situation where certain products become uneconomic to 
manufacture. 
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6. Conclusion 


6.1 The BGMA and its members are co-operating with the Department of Health in order fully to 
understand the current situation and to resolve it as soon as possible. 


6.2 The recent market conditions have exposed the deficiencies in the current reimbursement system, which 
has exacerbated volatility in the market. 


6.3 We have made proposals to the Department of Health to try to deal with the current situation, and to 
introduce more stable rembursement mechanisms for the future. 


6.4 The BGMA is committed to maintaining a vital and dynamic generics industry which will continue to 
supply high quality generic medicines to the NHS at low prices to reduce the drugs bill and provide headroom 
for innovation. 


6.5 In addition to the current unusual market conditions, a number of other regulatory or legal issues act 
against our ability to do this. Whislt they are not the subject of this inquiry, the Commitee might wish to be 
aware of the following issues: 


— The need to introduce so-called “Roche Bolar” provisions in the UK, to allow generic 
manufacturers to conduct development work during the patent term of original brands. This facility 
exists in most non-EU countries with the result that development of new generics—which can take 
two years—takes place outside the EU. This can lead to concentration of supply, and thus increased 
prices and lead to unnecessary development expenditure and employment opportunities being lost 
to the UK economy. 


— The increasing proclivity of the branded sector to withdraw medicines pre patent expiry and 
substitute a product with a minor modification. If this switch is completed before the market 
authorisation for the generic equivalent has been filed with the regulatory authority, that 
application will not be considered. This action therefore further extends the originator’s monopoly 
and provides a barrier to the introduction of the generic alternative. 


— More restrictive application of data exclusivity provisions in the UK than is required by 
international law. Generic manufacturers need access to the originators’ data to support their own 
market authorisation applications. The UK gives 10 years data exclusivity to the originator, 
whereas other EU countries provide only six and the US five. 


— Difficulties faced by the generic industry in gaining trans-European market authorisations via the 
so-called Mutual Recognition Procedure. Without improvements to this procedure, the European 
single market in pharmacueticals will not apply to the generic sector as well as the branded sector. 


— Branded manufacturers use of brand equalisation arrangements with multiple retailers and 
wholesalers, whereby they supply the customer with a brand at a discount to its list price to prevent 
generic sales to that customer. This system ensures that the Department of Health is forced to pay 
for a branded prescription (where a brand is facing generic competition), to the detriment of the 
drugs bill and the commercial viability of the generics industry. 


6.6 The current difficulties should not be allowed to be taken out of perspective or panic allowed to set in, 
which could undermine not just the generic industry but the public’s perception of generics. Even with the 
current increases in prices of generics, they have moved from supplying 50 per cent of all prescriptions at a 
cost of 10 per cent of the total drugs budget to 12 per cent. 


6.7 The BGMA is grateful to the Health Committee for carrying out this investigation and looks forward 
to its recommendations. We stand ready to provide any further information at our disposal which the 
Committee might seek. 


29 October 1999 


Memorandum by British Association of Pharmaceutical Wholesalers 
THE SHORTAGE OF GENERIC DRUGS (GD3) 


WHOLESALE ORGANISATION 


1. The British Association of Pharmaceutical Wholesalers (BAPW) represents all of the full-line 
wholesalers in the UK. 


The market sector is divided into full-line wholesalers, short-line wholesalers and self-distributors. 


(a) Full-line Wholesalers must carry a comprehensive stock of prescription products and over the 
counter medicines for which there is a demand even if such a demand is irregular aad also sufficient 
depth of stock to ensure continuity of supply to the customer from shelf stock. The consequence of 
this commitment is that three quarters of the lines held are non-profit making. They deliver twice 
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a day and provide a full range of services required to support community pharmacists, hospitals and 
dispensing doctors. There are 16 full-line wholesalers, all of whom are BAPW Members, and they 
provide 80 per cent of the medicines used in the UK. 


(b) Short-line Wholesalers trade in a small range of only the most profitable lines, including generics and 
parallel imports. They provide no services to customers and consequently have very low overheads. 
There are many hundreds of them, ranging from quite large to small community pharmacy buying 
groups. They collectively have about 8 per cent of the business. 


(c) Self Distributors—This is the Boots operation, who supply only their own shops. 


2. Reason for Shortages 


The reasons for the present shortages can be summarised as follows: 


(a) Regent Laboratories—They were closed down by the Medicines Control Agency Inspectors at the 
beginning of the year. They had 2 per cent of the market under their own brand but were the contract 
manufacturers for other companies and thus provided between 12 per cent and 15 per cent of the 
generic products for the UK. They were the exclusive producers of some generic products. 


(b) Relocation—Two of the largest generic manufacturers have moved their production facilities out of the 
UK. APS to Hungary and Norton to Ireland. This inevitably has a disruptive effect on supply. 


(c) Patient Packs—The Department of Health’s lack of direction on a timetable and refusal to provide 
financial assistance for the introduction of Patient Packs has contributed to the shortages. This has 
resulted in manufacturers being reluctant to make the considerable investment necessary in new 
packing plants. This of course, has been exacerbated by the move of APS and Norton as they had 
not installed new packing plant in their old production sites. 


Much of the packing plant that could have been used to produce Patient Packs is now turned over 
to the production of small packs of Paracetamol under MLX231. 


Bulk packs of generics are often resisted by customers, as each prescription has to be dispensed from bulk 
with a patient leaflet. It is virtually impossible to distribute, hold and marry-up leaflets with the appropriate 
medicine. Consequently, many pharmacists either refuse to dispense from bulk or act outside the law in 
providing medicine without the leaflet. 


(d) Prices—The generic market has been a commodity market for many years, providing robust price 
competition, both on existing generic products and for products newly off patent. In such a market, 
prices go up as well as down. This commodity market has been disrupted by the Regent situation, 
the move of production outside the UK and the need for manufacturers to see that they can recover 
the costs of the introduction of Patient Packs. This has resulted in lack of competition, shortages 
and inevitable price rises. Consequently, more short-line wholesalers are entering the generic 
market, which leads to additional, albeit short-term shortages as the new distribution chain is filled. 


Due to the shortages and present volatility of the market, every day brings higher prices. These price 
rises have been successfully forecast by traders, which encourages hoarding and speculation. The 
point should be made that whilst full-line wholesalers also attempt to forecast price increases, they 
cannot profit by hoarding, as they need constantly large volumes of profitable sales to compensate 
for the large tail of unprofitable lines in order to maintain the additional services they provide to 
the community. 


It is unfortunate that generic manufacturers still sell large volumes of products to short-line 
wholesalers with the full knowledge that they may be profiteering. 


(e) Demand—The formation of PCG’s is beginning to have an effect, as doctors prescribing is being 
more closely scrutinised and more patients are being prescribed generic drugs. The overall generic 
market is growing rapidly and the sheer size of the demand would, by itself, have created significant 
shortages, irrespective of other factors. 


3. Present Situation 


Generally, full-line wholesalers run with a stock availability in excess of 98 per cent. The availability of 
generic products has been falling since January 1999, and in April reached an all-time low of 50 per cent. The 
situation has improved and today it is near 80 per cent. However, it is not uniform and many specific generic 
products are either not available at all or in very short supply. Much of this can be traced back to Regent, in 
that few manufacturers are prepared to invest in the Regent specialist range knowing that they will be 
returning to the market sooner or later. 


The point needs to be made that today in every case of a generic shortage, there are branded equivalents or 
acceptable alternatives so that the patients’ needs can always be met. This could not be said six months ago. 
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4. Y2K 


Under “Action 2000” the Department of Health was instrumental in establishing the “Pharmaceutical 
Alliance”, which has brought together all those involved in healthcare. Everyone has been working for two 
years to ensure Y2K Compliance and have been independently audited in order to confirm their status. 


The message from the industry is that it is “business as usual” and that there is absolutely no requirement 
to panic-buy or hoard by anyone, especially consumers. Doctors have been discouraged from over- 
prescribing and there is full confidence that the pharmaceutical distribution chain will be able to provide for 
every eventuality. 


It was therefore disappointing to read the Terms of Reference of the Select Committee Inquiry, as raising 
awareness of the current generic shortages could generate panic buying of all pharmaceutical products. It 
cannot be emphasised enough that the present shortage of generics, which will be largely overcome by the 
end of the year, should have little or no effect on the ability of healthcare professionals to serve the public, 
although it is conceded that there may be a cost penalty. I would urge the Committee to make this 
abundantly clear. 


RECOMMENDATIONS 


It is recommended that: 


(a) The Department of Health gives greater direction and produces a timetable for the introduction of 
Patient Packs. This may require some changes in tariffs and reimbursement but should be cost 
neutral for the Government. 


(b) Until Patient Packs are universally available, give pharmacists dispensation to dispense from bulk 
without having to provide patient leaflets in every case. 


(c) Rescind MLX231, which has actually increased the volume of Paracetamol in the public domain. 
This will free up some packing plants to be used for the production of Patient Packs of other 
products. 


(d) Encourage the Medicines Control Agency to do everything they can to re-license Regent without 
compromising on safety. 


(e) The Select Committee does nothing to alarm the public into panic buying as this could turn a difficult 
situation into a crisis. 


CONCLUSION 


It is believed that Regent may be about to have their licence restored and that APS and Norton will have 
overcome their production difficulties by the end of the year. This will redress the shortages and restore 
competition. Prices will fall on many products but are unlikely to fall to the pre-1999 level. 


The shortage of generics was created by a number of factors operating simultaneously and has been 
exacerbated by entrepreneurial exploitation. In a commodity market this cannot be prevented. 


October 1999 


Memorandum by the Pharmaceutical Services Negotiating Committee 
THE AVAILABILITY OF GENERIC DRUGS TO THE NHS (GD8) 


1. STATUS OF PHARMACEUTICAL SERVICES NEGOTIATING COMMITTEE 
1.1 The Pharmaceutical Services Negotiating Committee (PSNC) is the body referred to in paragraph 8(4) 
of Schedule 2 of the National Health Service (Pharmaceutical Services) Regulations 1992 as amended as: 
“the organisation . . . representative of the general body of chemists” 
The Committee represents all pharmacy contractors (retail chemists) providing general NHS 


pharmaceutical services in England and Wales. Its composition includes both sole proprietors and company 
chemists. 


1.2 The PSNC negotiates with the Government the terms and conditions under which pharmacy 
contractors in England and Wales provide NHS Pharmaceutical Services. 
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2. REASONS FOR THE SHORTAGES OF GENERIC MEDICINES 


2.1 In the view of the PSNC, the principal reasons for the current shortage of some generic medicines are: 


2.1.1 The closure, by the MCA of Regent Laboratories which had, hitherto, been the primary source of 
appoximately 10 per cent of the generic medicines supplied through the NHS by pharmacy contractors. 


2.1.2 The failure to agree transitional arrangements for the movement from large packs to small packs 
related to patient specific requirements. 


2.1.3 The movement of production out of the UK by major suppliers APS and Norton. 


3. RESPONSIBILITY OF PHARMACY CONTRACTORS 


3.1 The NHS regulations require community pharmacies to dispense NHS prescriptions “with reasonable 
promptness”. Failure to do so may result in action being taken against pharmacy contractors. This statutory 
duty places on pharmacy contractors the need to ensure that, as far as possible, pharmacies are always stocked 
with medicines that may be required under the NHS. 


3.2 The current arrangements which operate within the NHS for pricing prescriptions mean that 
community pharmacists are reimbursed, overall, at the net acquisition cost of the medicines supplied. Generic 
medicines are generally reimbursed at a weighted average price (taking account of any discount received by 
pharmacy contractors from wholesalers or manufacturers). 


3.3 If, due to a shortage, pharmacies have to source generic medicines from different suppliers or supply 
a branded medicine which is, invariably, more expensive, the product is placed on a special (Category D) list 
where the pharmacist may endorse the prescription with the name of the manufacturer or wholesaler from 
whom the medicine has been obtained. Products are only included on this list when a shortage has been 
established and agreed between the PSNC and the Department. In the absence of any endorsement by the 
pharmacist in such cases the price used for pricing of the prescription, is the price listed within the Drug Tariff. 


4. PRIMARY RESPONSIBILITY OF COMMUNITY PHARMACISTS 


4.1 The primary responsibility of community pharmacists is to ensure continuity of supply to patients. 
When there is a shortage, the community pharmacist has a duty to try to obtain sufficient quantities to 
maintain the service to patients irrespective of the overall effect that this might have on the general supply 
position. 


4.2 We have no evidence to suggest that in the current situation pharmacy contractors are doing anything 
other than to attempt to meet the demand placed on them by the NHS. 


THE HEALTH COMMITTEE 23 


4 November 1999] 


[ Continued 


Examination of Witnesses 


Mr Jon CLose, Chairman, British Generic Manufacturers Association, Mk ANDREW Kay, Chairman, 
Generic Medicines Committee, Association of the British Pharmaceutical Industry, MR MICHAEL 
Watts, Executive Director, British Association of Pharmaceutical Wholesalers and MR WALLY Dove, 
Chairman, Pharmaceutical Services Negotiating Committee, examined. 


(Mr Hinchliffe resumed the Chair) 


Chairman 


50. Colleagues, first of all, can I apologise for my 
absence from the earlier part of the session. I was 
defending the interests of this Committee in another 
meeting. Can I thank our next set of witnesses for 
coming before us today. I wonder if you would 
briefly introduce yourselves to the Committee. 

(Mr Dove) lam Wally Dove and I am Chairman of 
the Pharmaceutical Services Negotiating Committee 
and I am also a practising community pharmacist. 

(Mr Watts) 1am Michael Watts. I am the Director 
of the British Association of Pharmaceutical 
Wholesalers and I represent full-line wholesalers in 
the country who provide every prescribable medicine 
and a full service to pharmacy. I do not represent 
short-line wholesalers and that distinction must be 
understood. 

(Mr Kay) My name is Andrew Kay and I am 
representing the ABPI. The ABPI members supply 
something of the order of 85 per cent of NHS 
medicines. The Association represents primarily 
research-based companies and it does have some 
generic members. I personally chair the committee 
representing generic interests and I am also a member 
of the board of management of the Association. My 
employer is APS/Berk, a leading supplier of generics, 
and I am Managing Director of that company. 
APS/Berk itself is part of a leading global generics 
company, TEVA Pharmaceuticals. 

(Mr Close) 1 am Jon Close, Chairman of the 
BGMA, the British Generic Manufacturers 
Association, and Managing Director of Norton 
Healthcare. 


51. Thank you. Can I just begin by raising with you 
the points made by the Department of Health in their 
memorandum to this Committee. I do not know 
whether you have had the opportunity to actually 
study their memorandum, but if you have not can I 
summarise what they talk about in terms of the key 
questions in respect of the operation of the market, 
and I will summarise it and maybe we need to look at 
this in more detail. Firstly, the questions they believe 
need to be asked obviously by this inquiry are: 
whether some suppliers, manufacturers and/or 
wholesalers, have been charging excessive prices; 
whether some suppliers have been holding excessive 
stocks for speculative purposes; whether some 
suppliers are exploiting the rules for reimbursing 
products which are in short supply; whether there has 
been an explicit or implicit collusion between any 
suppliers to bring about or sustain any of the 
practices that we are describing here today. Have you 
any thoughts on the points that the Department 
makes in its memorandum? 

(Mr Watts) We all know that the shortages have 
been created by a number of different factors and in 
a commodity market, which is what this is, prices go 


up just as prices go down. Because there are 
shortages, there are undoubtedly people in the 
market who exploit that. 


52. Who? 
(Mr Watts) Well, I do not represent anybody who 
does exploit it because the— 


53. But you know obviously that people do and we 
are trying to work out who does. 

(Mr Watts) In every industry if there is a shortage 
people exploit it. 


54. We are concerned with this industry and we are 
concerned with a particular period of time and 
certainly the Department of Health are pointing 
fingers. You are implying that people exploit these 
situations, so who are we talking about? 

(Mr Watts) I suspect that is probably true in that 
instead of my members being able to buy from 
manufacturers of generics, they often have to buy 
from some short-line wholesalers because there is not 
any other product available. 

(Mr Kay) I think the situation that we have seen 
this year can be attributed to factors which have not 
previously been the case. At the turn of the year we 
had lost a major supplier into the market, Regent 
GM Laboratories, and at the time that company 
went we had no knowledge of the reason for that, nor 
do we have now, but, more to the point, no 
knowledge as to when that company would return to 
supplying the market and that company accounts for 
something like 10 per cent of the volume of generics. 
So that did cause immediate problems on a number 
of items which the industry responded to through 
juggling of output schedules to seek to restore 
normal supply. The second factor that came into play 
was the introduction or the enforcement in 
legislation of the Labelling and Leaflets Directive 
which led to the Patient Pack situation which you will 
be aware of from written evidence. This movement 
towards Patient Packs appeared to cause shortages, 
but it was not shortages of medicines per se, it was 
shortages of medicines in bulk packs, so we had two 
situations in there. In terms of pricing, it is certainly 
true that the prices of a number of generic medicines 
have risen. The reason for that is that we do operate 
in a commodity market. If our prices are too high, 
our medicines do not sell. Equally, if our prices are 
too low, the market will come to us and clean us out 
and that is an important issue that I would like to 
make, that it is the market driving the situation. That 
is one point I would like to make on pricing. That is 
followed up by the fact that even with the higher 
prices, the generic products that we are looking at are 
cheaper than the branded equivalents and discounts 
are available in the market and those discounts will 
be swept up in the normal inquiry process. In terms 
of hoarding, which was another point that you made, 
I cannot comment on that. Colleagues from the 
distribution side would be nearer to that. I can 
certainly say in response to a point which was made 
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earlier on holding back on stock by manufacturers 
that, as a basket manufacturer, that is not the case 
and I would welcome any study of our records that 
would support that. 


55. But can you show us any specific evidence that 
people have exploited this situation? 

(Mr Kay) I cannot point to any specific evidence. 
To explain, we, as a manufacturer, post list prices 
and we are but one part of the dynamic that sets 
prices, and the distributors are another part of that. 
In order to answer your question, it would need 
somebody, which I am not in a position to do, to do 
a study of prices in the market as a whole to assess 
that, but certainly from the standpoint of 
manufacturers I am not aware of exploitation of the 
type that you describe. 


56. So you have no evidence of the point that the 
Government clearly makes in its submission? 

(Mr Kay) \ have not seen the submission, so could 
you repeat the point? 


57. This is the Department of Health’s submission, 
and the questions that they say arise are: whether 
some suppliers, manufacturers and/or wholesalers, 
have been charging excessive prices; whether some 
suppliers have been holding excessive stocks for 
speculative purposes; whether some suppliers are 
exploiting the rules for reimbursing products which 
are in short supply; and whether there has been 
explicit or implicit collusion between the suppliers 
along the lines that they are suggesting here. Clearly 
they must have evidence or some suspicions for them 
to make these allegations in a submission to this 
Committee. 

(Mr Kay) The point on collusion, certainly from a 
manufacturing standpoint there has been no 
collusion and we would welcome any study that 
wanted to look at that. That has not been the case. 
What we have been doing as an industry is trying to 
work very hard in a difficult situation to maintain 
supplies as best we can. As for exploitation, which I 
would describe as using the system over and above 
reimbursement against the branded equivalent, I 
have no evidence of manufacturers engaging in that 
activity, but that is not to say that there are not other 
elements—the point I made before—that there are 
other distributors in the mix who may be doing that, 
I do not know. 

(Mr Close) 1 think we should start from the 
premise that the generic industry is responsible for 50 
per cent of the total volume of prescriptions. That is 
about 15 billion tablets that go into the market from 
the generic industry. When Regent came out, Regent 
were responsible for about 10 per cent of that. From 
the Department of Health’s own figures that they 
shared with us in the middle of this year from data 
that we have supplied to them, the generic industry 
had made up that 10 per cent shortfall in total volume 
terms by June of this year and I think that shows the 
effort that was put in to actually make up that 
shortfall. Clearly we were not able to make it up on a 
specific product-by-product basis and what has been 
happening over the last nine months is that we have 
been chasing the shortages as they occur. I can speak 
on behalf of both the BGMA and my own company 
as well where literally the moment we are aware of 
the shortage in the marketplace that product gets 
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priority on the production line even to the extent 
where we actually run a smaller and inefficient 
volume of it to get it back in stock as quickly as 
possible. We certainly are not sitting on supplies or 
restricting supplies. 


58. So you would refute, as it relates to your area of 
concern, your role as manufacturers, the suggestions 
being made here by the Department? 

(Mr Close) I think the other thing is the 
Department has shown on specific products that we 
have produced more volume than the demand that is 
out there. Now if there is clear evidence to show that 
we produce more volume on a product than the 
demand from the Prescription Pricing Authority 
then that product is out in the market somewhere. It 
might not be with the main line wholesalers but it is 
somewhere in the distribution chain. 


59. Mr Dove? 

(Mr Dove) To take up the first point of collusion, 
your colleague asked earlier from the PPA whether 
there was any connection between the five basket 
suppliers and wholesalers and branded manufacture. 
Four out of five of them have no connection at all in 
terms of manufacturing, so I do not see that to be a 
problem of collusion. Mr Close mentions that the 
generic industry has moved very quickly to produce 
extra volume because of Regent going out of the 
market place, certainly from a community pharmacy 
level we have realised that Regent Laboratories 
actually were sole producers of some products. I 
think the difficulty is for the generic industry to 
actually correctly forecast the mix of their 
production. In my view this has been exacerbated by 
the introduction of Patient Packs. When you look at 
it we were buying a pack that big when we were 
buying this sort of volume to replace it. If you think, 
our pharmacies do not have elastic walls, the 
possibility for hoarding, certainly at the pharmacy 
level it is very low. Our main drive, of course, is to 
ensure that patients have a correct supply of 
products. The earlier group of witnesses were asked 
whether there was evidence that patients have 
suffered. I think patients have suffered. Community 
pharmacists have been forced to supply, let us say, a 
five milligram tablet against a two and a half 
milligram demanded by the doctor and we have had 
to instruct patients to break them in half. This is not a 
satisfactory situation. Certainly from the community 
pharmacy point of view the sooner it is sorted out 
the better. 


Dr Stoate 


60. I would like to take up a few points which have 
been made already and a few of my own. Mr Watts 
said earlier that he knew of nobody who was 
attempting in any way to manipulate the market and 
yet in the actual memorandum from the BAPW it 
says here, at the bottom of page two: “... everyday 
brings higher prices. These price rises have been 
successfully forecast by traders, which encourages 
hoarding and speculation.” Over the page on page 
three you go on to say, “It is unfortunate that generic 
manufacturers still sell large volumes of products to 
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short-line wholesalers with the full knowledge that 
they may be profiteering.” You have said so in your 
own submission. 

(Mr Watts) I represent the full-line wholesalers in 
the country and we have totally empty shelves of 
generic products. As far as collusion is concerned in 
relation to that, if anybody did collude, it is a most 
fiercely competitive market. Full-line wholesalers 
make between one and two per cent profit on 
turnover. If they charged fractionally higher prices 
than their competitors then they would be out of 
business. 


61. Except that if there are genuine shortages of 
supply— Earlier Mr Kay said that his members are 
not stockpiling drugs in the factory but, on the other 
hand, we all know that lack of supply drives up price 
so all the manufacturers need to do is to reduce the 
lines and reduce the speed of those lines and, guess 
what happens, there is a shortage and, guess what 
happens, the prices go up and, guess what happens, 
the short-line wholesalers can then stockpile what 
supplies they can get and the price goes up through 
the roof. Something has to explain why there has 
been a 600 per cent increase in some generic drug 
prices over the last year. 

(Mr Watts) Exactly, and that is why I welcome this 
inquiry and others which are taking place. 


62. What we are getting is very conflicting evidence 
here because, as the Chairman said, the Department 
has said one thing in the memorandum but we are 
hearing something different. 

(Mr Close) I think we need to be careful of being 
alarmist. Obviously everybody is concerned that the 
price is going up but the one thing that should be 
borne in mind is that the generic industry is supplying 
50 per cent of the volume and whether it has gone up 
from £500 million to £600 or £700 million pales into 
significance with the other 50 per cent which costs 
£5.6 billion. If we are alarmist then we are actually 
going to undermine the generic industry in its 
totality, people will start moving back to brands and 
in essence that will cost two billion pounds. If we did 
not have a generic industry today, the extra cost 
would be two billion. It really hurts to sit here when 
I reside over one of the large generic manufacturers 
and we are busting a gut to get products into the 
market place and we keep on hearing that we are not 
doing our best. We are really busting a gut to do so 
and I welcome anybody from any part of the 
Committee or elsewhere in Government to come and 
spend 24 hours in a generic company and understand 
what we are trying to do to put this situation right. 


63. Yet something must be wrong somewhere 
because if I take the evidence that we have got from 
your own submission, from the BGMA, it clearly 
says what happens here to prices when there is a 
shortage. I will quote “When a product is in Category 
D, in order for the generic manufacturers to be able 
to compete with the brand by giving equivalent profit 
to the distributor, the generic manufacturer ...” i.e. 
you “... needs to set the list price close to the branded 
price or lose out...”. In other words, the system is 
forcing you to push prices through the roof. 

(Mr Close) 1 will quote here, this was a speech 
given at the BGMA annual dinner on May 12 before 
this became a major issue. I am quoting from the 
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actual speech: “The current reimbursement system, I 
do not know how to be polite on this but in all 
honesty it is a mess”. What can I say? You have just 
highlighted Category D and you were asking 
questions on it earlier. We have been saying for over 
a year now that the Category D system does not 
work. | think you asked questions earlier about it is 
calculated on five companies but then started to 
insinuate those companies must be colluding. I can 
honestly say none of us is colluding. Of the five 
companies concerned three of them are 
manufacturers and two of them wholesalers, if you 
ask (the wholesalers) them, do not even keep four 
weeks’ stock today. They have far more efficient 
systems, they do not need to keep four weeks’ stock. 
So if it is calculated on four weeks in the first place, 
that is a crazy calculation to have in the drug tariff. 


64. What you are saying then is that Category D is 
completely misguided. 

(Mr Close) Absolutely. We have been saying it for 
over a year now and we believe that is one of the 
reasons why you are forcing prices up artificially, 
because of the reimbursement system itself. 


65. You are, in fact, agreeing with me because as 
far as I can see Category D is a massive incentive to 
create shortages. 

(Mr Close) Not shortages. You are linking too 
many things there. That is not the cause of the 
shortages. There is a genuine shortage in the market 
place of certain products. In fact, if you look at 
Category D then at any one moment in time 
probably half of those products should have come 
out of Category D. The shortages are short lived, 
they have not come out quickly enough. One of the 
shortcomings is they are not coming out quickly 
enough. That is not the industry’s fault. We do not 
dictate whether they come in or out. Equally the ones 
that are in there, when they are in shortage, you can 
see from our model that we put together there that 
you are almost forced to go up towards the branded 
price in terms of list price in order to be able to 
compete effectively with the system. That is not the 
price we are actually making in any shape or form, 
the market price is significantly lower. 


66. You said that you do not decide whether 
something is in Category D or not but, in fact, you do 
because under the current rules all you have to do— 
I am not saying you personally but all some of your 
manufacturers have to do—is to reduce your stocks 
to less than four weeks and suddenly it is in Category 
D. Once a drug is in Category D that triggers a chain 
reaction which you said yourself forces the price of 
the generics closer to the branded products. 

(Mr Close) Let us look at why products were going 
into Category D in the first place and why if this was 
the case that has not happened over the years, why is 
it only happening now. There are two main reasons 
for it happening now and one of them has already 
been highlighted so I will not go over it again, which 
was the Regent situation. Although Regent was 
responsible for ten per cent in total of volume on 
some products it was actually responsible for 50 per 
cent of volume, so there were genuine shortages on 
those products. The other situation is with Patient 
Packs. Every time one of us throughout the industry 
introduces a Patient Pack then what becomes in short 
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supply, not the product but bulk becomes in short 
supply. You do not have a shortage of product now, 
you have a shortage of bulk. That bulk pack can end 
up in Category D not because of shortage of product 
per se but a shortage of that particular pack. What 
happens when it goes into Category D is there is even 
more motivation then for the pharmacist to chase 
that bulk in the market place to find out where it 
exists because you are getting a better price for it in 
Category D anyway, but do not blame the industry 
for that. 


67. I will to some extent and the reason for that, as 
I say, is because it seems to me that there is an 
incentive from top to bottom to manipulate 
Category D in order to make sure that prices stay 
higher. The Department actually said in its own 
memorandum, “Wholesalers are choosing not to 
hold four weeks’ worth of stock”. In other words, 
they are choosing to keep drugs in Category D far 
longer than they need. The whole system is driven not 
only to get a drug into Category D but once a drug is 
in there there is no incentive to get it out of Category 
D again. That is why the costs have stayed 600 per 
cent higher than they were last year despite the fact 
that these supplier problems seem to have largely 
gone away. Somebody has to explain that because it 
is a big issue. 

(Mr Watts) Dr Stoate, I think you are under a total 
misapprehension as far as stocks are concerned. 
Wholesalers do not hold stocks related to whether 
they go in or out of Category D, they hold stocks in 
relation to what they need to hold to supply the 
market. Two years ago, three years ago, four years 
ago, four years ago they held about four weeks’ 
stock. That was when the rules were set up for 
Category D. Today most of them hold for the fast 
moving products between 12 and 15 days’ stock. 
That is because of increases in technology and 
nothing to do with whether it goes in or out of 
Category D. We have no feeling about that at all. 


68. Except, of course, that it is enormously in your 
favour if it does because, according to Shropshire 
Health Authority, the number of drugs in Category 
D has gone up from 30 last year to 190 this year. That 
seems to me fairly strange in itself. It is difficult to 
believe that so many drugs are in short supply. It is 
also a very strange coincidence that once a drug is in 
Category D it stays there for a remarkably long time 
even when the supply comes back to normal. It is also 
a very strange coincidence that everybody in the 
chain from the manufacturer to the pharmacist 
makes a very big profit out of the NHS when it 
does so. 

(Mr Dove) Perhaps to help the Committee, I think 
you are over-focusing, not you personally, but the 
Committee is oveffocusing on the Category D 
situation. You missed one important step which is 
that the initial shortage is in fact flagged up by a 
number of pharmacists, ie, they cannot get stock. It 
is not for the manufacturers or the wholesalers to 
dictate that practical situation. Pharmacists 
historically are very efficient buyers of generic 
products and they have a lot of proper commercial 
contacts in the industry, so they are the people that 
notice the shortage, ie, they cannot get the tablet for 
the patient. You must not over-concentrate on 
Category D; it is only a symptom. The Patient Pack 
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initiative anyway will make the market more 
expensive and make the supply mechanism more 
difficult and I think if you are not careful you are 
going to disappear on this two weeks, one week, four 
weeks thing because it is not the number of links in 
the chain, I think, that are actually dictating the 
difficulty but it is real, out-of-stock, bare-shelf 
problems. 


69. lam sorry, but I have got to take issue with this 
because the very nature of the huge increase in price, 
as we have already heard from the manufacturers, is 
that when a drug is in Category D, everybody’s 
antennae go up, everybody sees a fast buck and we 
have already heard from the generic manufacturers 
that it actually encourages them to bring their prices 
up towards those of branded products. Now, you are 
trying to tell me that is only a side issue, but it is 
hardly a side issue when our primary care groups and 
health authorities are facing shortfalls of several 
hundred thousand pounds or more because of that 
situation. 

(Mr Dove) What I am trying to point out, Dr 
Stoate, is that it is not just products in Category D 
that are rising. 


70. It is mainly those and there is evidence in front 
of us which shows that. It does seem a remarkable 
coincidence that in the very year when the 
Government has negotiated the PPRS reduction of 
44 per cent in drugs, suddenly we find difficulty in 
getting hold of any of the alternatives and it just 
makes me wonder, and I put this question to anyone 
who wants to answer it, whether in fact there is not a 
connection between the generic manufacturers and 
the branded manufacturers which may in some way 
account for some of these rather strange happenings 
in the market. 

(Mr Close) I think the more you look for collusion 
on stuff, I think you will de-focus from taking the 
action that this Committee needs to take. I think you 
have highlighted several things that are important 
where action does need to be taken. One is the 
reimbursement system and I think the other is to 
realise that until Patient Packs are fully implemented 
then you do not create a level playing field again and 
there will always be this disparity because there is an 
amount of bulk in the marketplace and there is an 
amount of Patient Packs and, whichever way the 
reimbursement system works, then it is going to 
favour one or the other which is crazy. It is the 
reimbursement system that really needs to be 
addressed. Now, we, as an industry, have been 
shouting for that and I do not think that shows in any 
shape or form that we are people who are deliberately 
profiteering. We are reacting to the reimbursement 
system that exists and it is not collusion. 


Dr Brand 


71. lam sure that everybody uses whatever system 
exists to the advantage of their business, their 
shareholders and everything else because effectively 
you have gone from a | per cent Category D share of 
generics to 15 per cent. It is like making a great 
number of people shop at Fortnum’s for their 
groceries rather than Tesco’s, but they are actually 
buying the same thing at highly inflated prices. Now, 
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there may be technical reasons for that. Did you 
make any representations to the Department about 
the stockholding issue, that the rules from four years 
ago are now completely out of date? 

(Mr Watts) We have mentioned to the Department 
at several meetings we have had recently that we 
believe that Category D, the way products go in and 
out of Category D, is inefficient, it does not help the 
industry and it should be reviewed. We agree that we 
might make money out of products going into 
Category D_ because the prices are higher, but we 
make a fraction of the amount of money that we 
would make if all the products were available. 


72. All of you have mentioned efficiency and 
accessing the market and then the point about 
Regent holding 10 per cent presumably of the NHS 
generic market. Now, I do not believe that Thyroxine 
is prescribed only by the NHS in this country and to 
see a price rise from 0.8 pence a day to 3.4 pence a 
day, there must be manufacturers outside your 
particular grouping that you, Mr Watts, and indeed 
my Isle of Wight colleague, Mr Dove, could access. 
You were quick enough to do so, as I said before, 
when my patient started getting Azantac instead of 
Zantac and various prescriptions of inhalers which 
were produced from abroad. Surely — the 
manufacturing capability is there and I just cannot 
understand this argument about shortage. I will 
accept the argument about packaging, but 
information leaflets not because it is fairly easy to 
distribute those. 

(Mr Watts) It certainly is not. 

(Mr Close) I will take it up on the product itself 
first of all and try to answer some of the questions 
there. Thyroxine as a product is for a serious disease 
which is under-active thyroid. You are quite correct, 
that it has gone up to 3.4 pence per tablet which, for 
a pack of 28, is around 95 pence, or just under a 
pound, and I think we should keep in perspective 
here that these are medicines which are being 
produced to all of the quality standards that any 
company has to react to in their home marketplace. 
A tube of Smarties, out of interest, actually costs— 


73. Come on! Chairman, that really is an absolute 
nonsense. In your submission you say that it is 
wonderful that Thyroxine only costs 3.4 pence per 
tablet whereas treatment for migraine costs £8 per 
tablet. That is like saying, “We are really efficient at 
cutting ingrowing toenails at £1.50 and, therefore, 
heart transplants are extraordinarily expensive”. 
You are not comparing like for like. The Smarties 
argument is not one I accept. 

(Mr Close) Do not forget the value of that product. 


74. But why has it suddenly gone up from 0.8 pence 
a day to 3.4 pence a day? I do not think that the 
Smarties manufacturers would get away with that. 

(Mr Close) No, and the reason it has gone up is 
because of shortages in demand. 


75. No, demand has remained static. 

(Mr Dove) Dr Brand, you mentioned Azantac in 
the parallel import area and the point you have to 
bear in mind, of course, is that not all generics 
produced worldwide are licensed for use in this 
country, so I do not have the power as an individual 
pharmacist to buy it from wherever. The other point, 
I think, is that in most countries worldwide they do 
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not have necessarily what we call a true generic 
market. If you take Europe, they are talking about 
branded generics and the prices there, I believe, if you 
look at them, would be quite a lot higher than they 
are in the UK. 


76. Have we got evidence? It would be helpful to 
have some evidence on prices from the market 
outside the UK and what representations you have 
made to the Government about the licensing of 
alternative suppliers because clearly if you have got a 
big hole in your supply chain then you have got to 
look for alternative suppliers and it would be nice to 
see whether you have taken steps with the 
Department to see whether you could cover the 
shortfall. 

(Mr Watts) We have been trying to buy every 
conceivable product throughout the world that is 
licensed and which is at a reasonable price and, as Mr 
Dove says, there is not that amount available. We 
buy in vast quantities of parallel imports and there is 
not that quantity of generic parallel imports that 
meets the requirements of the UK. 


Chairman 


77. Mr Kay, you wanted to come in earlier on and 
obviously you have an interest in Thyroxine, I 
believe. I am still baffled, and this is the point Peter 
Brand was making, at the figures we have had 
because the cost of supply last September, 1998, was 
21 pence and this September it is £1.61. It is a huge 
increase and I have not worked out yet quite why this 
has happened. 

(Mr Kay) I have to support what Mr Close said in 
response to that question. Thyroxine, if we go back 
to before the period in question, was freely available 
and in wide supply. I am basing this upon 
recollection and if Mr Close has more accurate 
information I would suggest that you ask him the 
question. There are a small number of major 
suppliers and one of those major suppliers had a 
problem with their sub-contractor. It was not a 
product they manufactured themselves but it was 
manufactured for them under licence and that sent 
market demands all over the place. If you look at our 
monthly demand normally on a product like that, it 
is generally similar, but we were seeing huge 
fluctuations in demand and we only have a finite 
amount of stock at any one time. We can clearly do 
our level best to adjust our production planning to 
counter that, but it is not something that can be done 
overnight. Therefore, against that background, there 
was a shortage of the product and the price rose. As 
I recall the product did go into Category D, and I do 
not think it is there now, it has now come out, and 
what we are seeing is an overhang effect from that. To 
take that particular product as a good example, if 
you look at our current levels of demand for our 
company, they are extremely low. The amount of 
material that is actually moving out is quite limited 
and that suggests to me that the wild swings in 
demand that we saw last year were suggestive—and 
it is nothing more than that, it is only conjecture— 
that the trade was pulling in stock and the fact that 
we do not have a demand for that product now whilst 
it is still being prescribed suggests that that stock is 
moving out. 
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78. This applies to other drugs that you are 
involved in: Frusemide 26 pence to £2.14; Warfarin 
82p to £1.70. 

(Mr Kay) I can work through each of them in turn 
for you, Chairman, if you wish? 


79. Yes. 

(Mr Kay) Frusemide: to my knowledge there has 
never been a shortage of that medicine per se. What 
has happened with Frusemide is we ourselves as a 
major manufacturer of Frusemide, which we are, 
took very seriously our responsibilities under the 
labelling and leaflet regulations and we, as a 
company, were an early mover towards transferring 
our products from bulk into Patient Pack. Now, I 
cannot quote the exact figures but let us just say we 
have a significant share by volume of that particular 
product. So if, as we did, we move from supplying 
bulk to a Patient Pack more or less overnight that by 
definition creates a shortage of the bulk product. 
What we have done, and I hope Mr Dove will 
support me on this— 


Dr Brand 


80. I do not understand that. Why by definition 
does that create a shortage? 

(Mr Kay) A shortage of the bulk pack. Not a 
shortage of the medicine but a shortage of the bulk. 


Dr Stoate 


81. Surely when the GP writes a prescription for 
Frusemide, 40 mg times 60, why should that cause 
any problems? 

(Mr Kay) It does not, I agree. Perhaps if I go 
through the sequence of events it will become clearer 
for you. We have moved to a Patient Pack. The drug 
tariff is still based upon the bulk. For some time as an 
industry and as a company with an interest in these 
products we have had discussions with the PSNC, 
discussions with the PPA and discussions with the 
Department to say: “Look, there is an issue coming 
here whereby there is going to be an arrival in the 
market of products moving from bulk to a Patient 
Pack. The system should be set up to cope with that”. 
There should have been and there could have been— 
and it is not for the want of trying on our part to 
achieve this -a mechanism whereby the Patient Pack 
could have been listed as well. What that could have 
resulted in was the Patient Pack could have gone in 
as a Category A product, the bulk pack could have 
stayed as a Category A product because there was no 
shortage, there was a shortage of the pack that was 
listed in the tariff but not a shortage of the medicine 
per se. So had that step been taken the increases that 
the Chairman pointed out on Frusemide would not 
have happened. 


Dr Brand 


82. So the 723 per cent increase in costs is due to 
bulk packaging for Frusemide? 

(Mr Kay) It is due to the shift. It is due to bulk 
going into Category D asa result of a shortage of the 
bulk pack. It is not a shortage of the medicine as 
such. There are Patient Packs available. 
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83. I still do not see why whilst both could be 
supplied there was a shortage because if there were 
enough non bulk pack Patient Pack products, you 
could still supply the goods. Can we use another 
examine, that of Atenolol 50 mg. I think Atenolol 
since it first came out has been in Patient Packs all the 
time. that has gone up in a year by 62 per cent. What 
is the reason for that? 

(Mr Close) I will try and take some of them 
together. On the Atenolol one, it will be again 
because people were chasing immediate shortages, of 
which I think one was Warfarin at the time. The 
reason Warfarin was a shortage was because, as I 
said earlier, Regent did 30 per cent of the volume. If 
you are running that particular product down your 
line to try to make up that shortage then something 
else is going to fall off. In other words, if you decide 
you are going to have to put products into the market 
to make up for a shortfall another product is going to 
suffer. You have this effect of a cyclical effect of them 
falling through. Whilst we are raising Atenolol let us 
also raise the other issue there. When Atenolol is 
written branded still as Tenormin, and it still is 
written branded in some cases, that costs the NHS an 
extra £2.9 million just when it is written branded. 
Nobody raises an eyebrow about that. Here we have 
got the generic industry today under the spotlight 
and yet we are not raising those issues. Another one 
I will give you as an example which will probably 
come up is Bendrofluozide. Bendrofluozide has gone 
up in price but it is still half the price of the brand. 
Nobody is questioning about the price of the brand, 
they are just questioning why has the generic gone 
up. My final point which I have to come back to is if 
you make generic products so unattractive, which in 
some cases they were before, such as Frusemide 
which is the example we are looking at, people will 
stop producing them. My own company stopped 
producing Frusemide two years ago, not for any 
reason other than the fact it was losing money to 
producers. If you want to drive the generic industry 
down to the lowest common denominator, and I do 
not apologise for using the comparison with 
Smarties, what happens is people stop producing 
that, you do not have a full range of generics and the 
moment people stop producing it, what happens, 
somebody else decides the market has become more 
attractive now. So you have this cyclical effect of 
products coming down, the prices are rock bottom, 
people falling out of the market, then people coming 
back in and prices going up. Is that any way to runa 
reimbursement system, a sensible approach to 
funding NHS drugs or anything else? 


Chairman 


84. It raises the question whether we should leave 
the whole process to the market at all. 

(Mr Close) I do not think we should. I think we 
should get round the table with all interested parties, 
with the Government as well, and get a system that 
is sustainable, competitive and actually provides the 
best service for a full range of generics at a 
competitive price. We are still today, with those price 
increases, the most competitive generic industry in 
the world. 
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85. I want to explore further the Patient Pack and 
that sort of thing because it seems to me that we have 
been given a number of explanations which are worth 
exploring a bit more. The thing about the Patient 
Pack that strikes me is that this was predictable. It is 
not something which just arose overnight, it is quite 
different from the closure of the Regent company. 
You said that you had been in discussion, could I ask 
when those discussions started because the Patient 
Pack situation has been known for a long, long time? 

(Mr Close) I will try and do it very quickly. The 
Patient Pack discussions started probably over ten 
years ago, and I am not joking, it has been going on 
and on. Right up until October 1998 there was an 
understanding that the industry was going to move 
into Patient Packs in a co-ordinated fashion with 
Government support as well and certain products 
would all come in at the same time. As of October 
1998 that was just cancelled and the industry was left 
to fend for itself, to comply with the EC Directive 
under its own pace. That is what the industry is doing 
now. It has been a major reason for what you have 
seen this year in terms of product shortages. The 
other thing I would like to say is this Committee 
actually shares more in common with the objective 
that we all want to see in terms of generics and prices 
and drug costs but we need to understand the whole 
picture. I actually appreciate we are coming from the 
same direction, but it is that lack of understanding 
that is jumping to conclusions. 


86. Just so we are beyond any shadow of doubt, 
there were discussions going on which would have led 
to an orderly changeover? 

(Mr Close) Yes, they would have done. 


87. Then it was unilaterally cancelled by the 
Government, is that what you are saying? 

(Mr Close) Yes. It is wrong to say the Government, 
the Government is a big thing. 

Chairman: The current Government. 


Audrey Wise 


88. The Government in October 1998. I mean were 
they the cause of the breakdown in_ the 
arrangements? 

(Mr Close) Yes, it was. 


89. They changed their minds. 

(Mr Close) Yes. 

(Mr Kay) Yes, there was a formal process which 
had been set up that involved all the stakeholders, it 
involved industry, the medical professions, the 
wholesalers, the PSNC, ABPI, BGMA, everybody 
was involved and working on this plan together. 
There was a plan which could have been rolled out 
and certainly, taking Frusemide as a specific 
example, it would have avoided that situation. 

Audrey Wise: That is something to pursue with 
Ministers. 
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Chairman 


90. I do not fully understand how the matter could 
have been addressed at that point, if you could briefly 
explain to the Committee? I do not understand what 
could have happened at that point that the 
Government was not prepared to go along with. 

(Mr Kay) It is a complex issue so I will run through 
it once more. Frusemide was only available to bulk 
pack up until the point at which our company, 
because it happened to be the one that moved first on 
that, moved toward a Patient Pack. Despite our 
requests, and this is the key point, that product had 
not been listed as a Patient Pack, so the drug tariff 
could have said “Frusemide 1000” and a line below 
it “Frusemide 28”. 


91. This was directly in the hands of the 
Department of Health? 

(Mr Kay) Indeed. 

(Mr Dove) Because the pack is dearer. Pro rata it 
is dearer, that is the point that has not been made. 
That is why we cannot dispense it. 


Audrey Wise 


92. It is bound to be dearer. 

(Mr Kay) Following on from that, if I may, any 
price differential there would have been—that is a 
reasonable point—would have been far less than 
what has actually happened as a consequence of 
Frusemide moving into Category D. That is the thing 
that could have been and should have been done 
differently and was envisaged as part of the original 
programme which was going to show an orderly 
transition by therapeutic group from bulk to Patient 
Packs and eliminating bulk in the process. Please 
bear in mind that bulk which is being dispensed at the 
moment is in breach of the Labelling and Leaflet 
Regulation unless it is going out with a label and 
leaflet, and I know it is not. 

(Mr Close) The other thing just to say on Patient 
Packs is that the decision on having to move into 
Patient Packs, besides being a legal one, the capital 
investment for the machines to do that took place 18 
months before the beginning of January 1999, so you 
order a machine 18 months in advance and these 
machines have to be built and commissioned, et 
cetera. 

(Mr Watts) J think the thing that caused a major 
problem was that discussions have been taking place 
with Government and all the interested parties for 
well over 15 years, and it was OPD, I think, to begin 
with and then it changed to Patient Packs, and this 
was all going ahead, we thought, on the programme 
that Mr Kay was explaining. Then the Government 
refused to fund or help fund some of the changes to 
Patient Packs which are considerable and, as a result 
of it, the programme stopped and there was no 
direction given and that is where the whole thing is 
lacking. No direction was given to say, “You must 
complete this by the spring of next year”. If direction 
was given, then people would be able to create their 
own programme and finance it and get on with it, but 
there is no direction and so the thing stopped, and 
patient packs are significantly more expensive for 
everybody. They are more expensive to produce, they 
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are more expensive to store, they are more expensive 
to distribute, and they are more expensive to hold in 
pharmacies. 


(Mr Close) Just to clarify for the Committee itself, 
there was a huge amount of direction up until 
October of 1998. In fact, every single product had a 
defined date and phase of when it would be 
introduced and the Government had done their 
homework with industry and all interested parties to 
make sure that it would be a sensible phase-in. It was 
the fact that they dropped it at the last moment which 
was the real issue. 


93. I know that we will be taking that whole issue 
up, but perhaps I could ask about the workings of the 
market in a wider way and especially the wholesaler 
side, first of all, so that we all understand it. You 
represent the full-line wholesalers which means that 
you take the whole range and keep everything in 
stock and there is nobody here who is a short-line 
wholesaler. You have told us, Mr Watts, that you 
have simply got empty shelves and that you are an 
innocent party, an innocent victim in a sense, I 
suppose. What about the short-line wholesalers? 
What is their function? 


(Mr Watts) Unfortunately they do not have a 
representative body. There are somewhere in the 
region of 800 wholesale dealer licences. I represent 
the 16 full-line wholesalers who provide 80 per cent 
of the requirement and so there are a lot of short-line 
wholesalers around. There are some people, short- 
line wholesalers, who deal in as few as 25 products. 
There are some who come into the market one month 
and go out of the market two months later and they 
deal in products that happen to be profitable at the 
time. I do not represent them. That is why I am 
absolutely delighted that there are inquiries so that 
everybody can see what is happening in the 
marketplace and we would very much like to know. 


94. So they are, in a sense, speculators in this? 


(Mr Watts) Many of them are. Many of them are 
very reputable. 


95. But they come in and out and take advantage 
of price movements? 


(Mr Watts) Some do. 


Audrey Wise: I think it was you yourself, but 
certainly one of our witnesses, who said, “If the prices 
get too low, the market will come to us and clean us 
out”, and I do not understand that because for a lot 
of the products, or the major ones we have been 
talking about, it is not a market like the market, say, 
for Smarties where you can say, “Well, demand for 
Smarties will increase or demand for confectionery 
will increase and people will eat less fruit”, but this is 
a market which depends on prescriptions and so by 
saying, “The market will come to us and clean us 
out” that sort of suggests that doctors will say, “Oh 
look! That’s cheap, so we will have some extra of 
that”. 


Dr Brand: Or, “We’re not treating thyroids this 
week—they are very expensive!” 
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Audrey Wise 


96. That is right, yes, so it does seem to me that that 
is an odd scenario. Can somebody explain that? 

(Mr Kay) Chairman, it was my point, so I am 
happy to follow through on that. Generics, as 
opposed to branded products under patent, are what 
we refer to as “multi-sourced products”, which 
simply means that the same product is available from 
one or more suppliers and in many cases three, four, 
five up to ten, so at any point a given manufacturer 
has a given share of that market. Therefore, let us say 
for the sake of argument that my company, because 
of its particular competitive position, has a 10 per 
cent volume share of that market. If something 
happens elsewhere in the market to a company that, 
say, has maybe only ten, but let us say it is to a bigger 
supplier and if something happens to that supplier 
who has, say, a 20 per cent market share, maybe it has 
a manufacturing difficulty, or maybe for reasons that 
Mr Close alluded to, has decided that that product is 
no longer worth continuing in their range, there are 
other newer products coming along and they have 
decided to make a switch, if that company decides to 
withdraw the supply, that means that company’s 
customers are looking for supplies. It is a small 
industry to the extent that all distributors, all 
customers, know all the suppliers and they will have 
a list of products and if they see that product on my 
list and they need that product and they know that 
there is a shortage, they will come to me. I really 
would like to support an observation that Mr Close 
made earlier, that I would welcome any of the 
Committee coming to our site to see the way that the 
system operates and I could certainly show you 
examples of where that happens and if we did not 
take action then we would be cleaned out and it is 
because of the fact that it is a multi-sourced market. 
If we were the only person producing the product, 
then, as the point was rightly made, it is not an issue 
of prescribing, but it is an issue of the availability of 
the product in a multi-sourced environment and that 
is how that situation arises. I have seen it many times 
and, as I say, lam more than happy to share that with 
the Committee. 

(Mr Close) I think the short-liners are the ones that 
are quickest in identifying that something has 
happened in the marketplace, that either somebody 
has stopped producing or has run into a problem and 
then they buy in order to accumulate and I think that 
does happen. That could take it all off your shelf in 
one go. So if you imagine that we might process 6,000 
orders, unless you have briefed your people to say, 
“Do not supply to this customer”, and we supply to 
over 6,000 customers, for example, then that product 
could be wiped off your shelf before you know about 
it. We have put in place during this year a process 
where if somebody is ordering what we consider to be 
an excessive amount of stock then we actually do not 
process that order until we have found out what the 
real reason is. 


97. What you are telling us is that it is at that 
particular point where there can be manipulation, 
because that is manipulation? 

(Mr Close) Yes. 


98. And at that particular point there is no 
regulation or rule or anybody keeping an eye on it? 
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99. So that is obviously something to pursue. Mr 
Close is keen on having much more regulation and 
planning. Do you share that view, Mr Kay? 

(Mr Kay) I speak with my generic hat on in answer 
to that because, of course, the branded sector is 
regulated through the PPRS. As a manufacturer I 
would certainly welcome anything that gave some 
sort of predictability to our situation and gave us a 
fair return for the S50 per cent of the medicines that we 
as an industry supply into the NHS against a 
situation whereby we would not have this sort of 
discussion and we would not be faced with an 
unpredicted overspend. If there was a more regulated 
environment that had something in it for both of us, 
in simple terms, I would welcome that and we have 
made this suggestion before. Mr Close has made the 
point, and we have made it at meetings with 
Department officials. 


Chairman 


100. Can we be specific because clearly the 
Department in its evidence is talking about an urgent 
review and we will tease this out of it in a little while. 
What would you want to see in this review? You are 
pointing to certain conclusions and I want to be clear 
in asking the Government questions on what you feel 
needs to be done in specific terms, Mr Kay. 

(Mr Kay) I cannot give you a blueprint of where we 
should go to because that needs to be through 
discussion. All I can do, Chairman, is to repeat the 
point that I have made, and that is that we would 
welcome a more stable environment where we could 
predict what our prices were going to be, if possible, 
what our volumes were going to be and we could see 
that as providing benefit to the NHS inasmuch as it 
will be able to forecast more accurately but, I am 
sorry, I] cannot present you with a blueprint. There 
ought to be a mechanism put in place to identify that. 


101. A blue print, Mr Close. 

(Mr Close) There are some immediate things which 
need to be done and we do need short term measures. 
I think the short term measures are very much to do 
with the current reimbursement system, particularly 
Category D. I also think the other thing is you have 
got to somehow make sure that bulk is not made 
advantageous whilst Patient Packs are being 
introduced. They have to be wrapped up in the same 
thing. These are immediate things which can be done. 
The longer term issue, I really do believe it needs a 
serious debate with all interested parties to almost 
start with a blank sheet of paper. We have only 
referenced the Category D today but I do believe—I 
will just quote some things for you now. The 
prescription charge is £5.90, £5.90 for a prescription 
charge even with things like Thyroxine, which has 
gone up in price now to maybe £1.60— 


Dr Brand 


102. That is exempt from prescription charges. 

(Mr Close) Yes but lam saying that it creates fraud 
in its own right in terms of you have a prescription 
charge of £5.90, it is cheaper to supply the medicine 
to the patient than charge the patient. It is a crazy 
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system again. The whole system of reimbursement to 
me from start to finish is outdated, outmoded and 
needs to start with, this is today’s market, you want 
a vibrant, thriving generic industry but one which is 
competitive and provides medicines sensibly across a 
whole broad range, not dropping products off 
because they have become unprofitable, you want the 
whole range of medicines. That is going to get more 
and more intense as more products come off patent 
in the next few years. It really needs that level of focus 
and debate. The final thing I want to say is do not get 
out of perspective now by allowing headlines and 
everything to defocus that aim. If we frighten the 
market and undermine the generic industry, the 
worst case scenario is you end up with a drugs bill 
going completely in the opposite direction. As I said 
earlier, if you did not have generics today’s drugs bill 
would be £2 billion more expensive. 

(Mr Dove) Chairman, I just want to correct one 
point that Mr Close made—and my colleague Dr 
Brand has spotted that—there is no possibility at all 
of any pharmacist selling things like thyroxine 
directly to the patient. These are prescription only 
medicines and as such can only be dispensed on a 
doctor’s prescription, so I just take that element to 
correct him. 


Audrey Wise 


103. Mr Watts, how do you feel on this question of 
a more regulated logical framework because it seems 
to me taking all your evidence completely at face 
value, and it seems reasonable, that your members 
provide a service and you lay great emphasis indeed 
on that aspect. Then from your point of view the 
market is seriously distorted by people who dive in 
and out for temporary profit taking short term. It is 
short-line but it could equally be called short term, 
could it not? How do you feel about getting more 
logic? 

(Mr Watts) If there was closer regulation of this 
particular market that would prevent hoarding and 
speculation, we would absolutely welcome it. We 
have put this point to the Department a couple of 
times now and because it is such a large step they 
obviously have to consider it very seriously because 
other things are involved. We would welcome some 
closer regulation as there is with ethical drugs. 


104. Right. In a parliamentary answer given to a 
colleague in May the phrase was used “by and large 
generic prices are kept in check by the effects of 
competition and the reimbursement system for 
dispensing a tablet”. Now, on the question of the 
effect of competition, really what you have told us is 
that is not necessarily the mechanism for keeping the 
prices in check but can actually encourage 
considerable fluctuations. 

(Mr Watts) They are kept in check until such time 
as you have a quite significant shortage and in a 
commodity market that check obviously goes out of 
the window. 
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Dr Stoate 


105. That still brings us back to the point, Mr 
Watts, that the shortage can easily be created. What 
I want to go back to is your point that with modern 
efficient, presumably computerised, systems it is only 
necessary to hold ten, 12, 15 days of stock at the 
supplier or manufacturer. 

(Mr Watts) Of some products. 


106. Of some products, but that in itself, I would 
contest, actually triggers the Category D cascade. 
That point I still think is fundamental to this because 
most of the drugs we have looked at in fact either 
have been, or still are, Category D and therefore the 
ones that seem to have caused most upset to the 
market and upset to the primary care groups and 
health authorities. But the very efficiency you are 
talking about in itself triggers this very process. I 
really just want to get that in perspective so that we 
then know what to recommend to Government as to 
what to do about it. 

(Mr Watts) That is exactly why we said there 
should be some changes to the way products go in 
and out of Category D. That has no direct 
relationship with the way we hold stock and what 
stock we hold. 


107. What you are actually saying in that case then 
is it does not, in fact, require a shortage of the drug at 
all to trigger a Category D situation, all it requires— 

(Mr Watts) There are other ways of doing it, I 
am sure. 


108. In other words, you are agreeing with me in 
that case that Category D can be triggered without 
there being a genuine shortage and yet it is a bit like 
a sugar shortage, once someone says there is a sugar 
shortage you cannot buy a bag of sugar anywhere. 

(Mr Watts) We do not go out of our way to trigger 
Category D. 


109. I am not suggesting you do. 

(Mr Watts) We would very much like to see it 
looked after a different way. 

(Mr Close) Has everybody got that point because 
I think that is a very critical point? Somebody in the 
marketplace could buy up sufficient amount of 
stocks, there are certain people in the distribution 
chain who do not have the product and if they are 
part of the calculation for Category D then it will 
automatically become a Category D even though 
there is volume somewhere in the market. 


110. The system is clearly wrong and we need to 
redress that. 

(Mr Watts) This is why we have done exactly the 
same as the generic manufacturers. Where there is a 
demand for any product from any customer that is 
out of the norm, it is passed on for a management 
decision because we have found that as a result of 
shortages that there are people who are trying to buy 
large quantities. We get that happening when we are 
open on a Saturday morning when, generally 
speaking, there is not the large presence of 
management people there. 
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Chairman 


111. Mr Dove? 

(Mr Dove) I would just like to deal with two points 
really. One is to make the point that from the 
community pharmacy end, the pharmacy 
contractors’ end, we are in fact in detailed discussions 
with the NHSE at this point to look at the number of 
weeks that constitute a shortage or not. We are 
addressing that and I think they will be in a position 
to put that to Ministers very shortly. That is one 
aspect. The other point I think I would like to just 
comment on is the short-liner situation. Certainly 
from the community pharmacy point of view I think 
it does create significant difficulties. Any secondary 
market really is outside of the control of everyone I 
would say at this table, everyone represented by the 
people at this table. It does make life very difficult. It 
is very patchy and if people do corner the market to 
any degree I think all of you can see that it is a 
significant problem. 


Dr Stoate 


112. I just want to look at the difference between 
the two halves of the market effectively, the 50 per 
cent generic market and the 50 per cent branded 
market. You are saying that at the moment the 
generic market is significantly unbalanced and 
inefficient and generally not working and you would 
like to see at least a major review. Your colleagues on 
the other half of the market actually have said the 
opposite and moaned to us that the PPRS actually 
artificially rigs the market which they are very happy 
about indeed. Clearly there does seem to be a real 
difference between the two halves of the market and 
the attitude you take towards it. Finally, I still want 
to unearth and tease out the actual relationship 
between your half of the market and the branded side 
of the market. I am not suggesting the ones in the 
basket but a significant number of generic 
manufacturers have quite close ties to the branded 
market; is that true or is it not true? 

(Mr Close) It used to be true if you went back 
about two or three years ago. In fact the opposite has 
happened, most branded companies, research based 
companies, have divested their generic businesses 
because they were not profitable, or profitable 
enough I should say. If you went back three years 
then you had a close association between research 
based companies only in generic companies, they had 
bought up the generic companies. In the last three 
years everyone who has bought one has probably 
divested it so there is not that close association any 
more. 

(Mr Dove) It was never the cause of a problem. 


113. You can categorically say as far as you are 
concerned there never was a problem? 

(Mr Close) I will give you some examples. Hoescht 
have sold Cox to a full-line generic manufacturer 
called Alpharma. We are part of Ivax which is full- 
line generics which is an American company. APS 
was sold from Rhone Polenc Rorer to Teva, Teva is 
generics. There are three examples straight off the top 
of my head which have gone back into full-line 
generics. 
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(Mr Kay) Representing the ABPI I think I should 
comment to say that the two markets, the two 
activities are totally different. The research based 
sector is engaged in the activity of researching 
original molecules and promoting those. It quite 
rightly seeks a system whereby it can get a return on 
that investment. It has patent protection so, 
therefore, it clearly makes sense for Government to 
regulate the total position because of that monopoly 
situation. Generics is a totally different business, it is 
a commodity marketplace as we have been 
discussing. The prices are driven by what goes on in 
the marketplace. The two things are entirely different 
and I would support what Mr Close has said. There is 
a moving away in commercial terms of the research- 
based sector from the generic sector through the 
changes in ownership that Mr Close has described. 


114. Is it not, nevertheless, the fact that surely if 
generics become short in supply, then surely the 
branded manufacturers must see the increase in 
profit when more branded products are being 
substituted at the pharmacy? 

(Mr Kay) It is certainly fair to say that the brand- 
named companies have seen an increase in their 
volumes as part of this, but their overall profitability 
is regulated through the PPRS, so any compensation 
will come through on that route because the scheme 
operates as a company profit regulation system. 

(Mr Close) To answer that point more directly, 
when you see the price increases which have been 
happening with generics going up by something like 
3 or 4 pence a tablet, that pales into insignificance 
compared to 48 pence for an anti-hypertensive 
branded product. It still is not attractive for the 
branded industry even when these price increases 
have taken place otherwise the brands would come 
back and compete at that generic price. 


115. Except that when something goes into 
Category D, the pharmacist is quite within his rights 
to dispensed the full branded product. 

(Mr Close) But I think you were asking the 
question as to whether it is more likely that the 
branded industry will actually then be more 
interested in competing with those prices, and even 
with the price increases it is still well off the area 
where they would consider it to be a profitable 
business. 


116. But the point is that surely it is not bad news 
for the branded products to have lots of drugs in 
Category D? 

(Mr Close) No, it is not bad news. 


Dr Brand 


117. I have a very short question, Chairman, 
because I think we have given these gentlemen a 
rather hard time. I would like to pick up a point that 
Mr Close made and I think it is an important one, 
that we should not be seen to be undermining the 
generic industry because clearly it is in the NHS’s 
interests to have that available and thriving. If we 
have been a bit searching in our questions it is 
because of not what we are doing but what is 
happening at the moment which is actually 
undermining certainly the morale of the clinicians 
who are prescribing. If it makes no difference to the 
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resources of the NHS whether you prescribe a brand 
name which is easy and short as opposed to a generic 
which you have got to look up, and I know what I 
would do. 

(Mr Close) I just have to say to the previous 
witnesses that were up here that still generics, even 
with the price increases, are a lot cheaper than brands 
and, therefore, nothing should change in terms of 
encouraging generic prescribing and clearly we 
would welcome a more in-depth analysis in terms of 
understanding what the real issues are. 

Mr Gunnell: I would just say that this session has 
made me very cynical about the whole exercise 
because it seems to me that you have all faced a 
situation in which prices have increased massively 
and your companies have all done well out of it, and 
yet none of you claims any responsibility for it at all 
and it is all somebody else’s responsibility. I must say, 
I feel very much that you are people who clearly have 
done well out of the situation and you are leaving us 
to sort it out and to sort out how you can be dealt 
with. 

Chairman: Well, I think that is an observation 
rather than a question, but I notice that three of the 
witnesses have got their hands up! 

Mr Gunnell: It is an observation on the session. 

Chairman: Before anyone responds to that, I 
would just like to bring in Audrey Wise. 


Audrey Wise 


118. My question is just a very small one of fact. It 
is going back to these short-line and full-line 
wholesalers. Is that simply a distinction in practice or 
are there some sort of legal definitions or regulatory 
distinctions? 

(Mr Watts) The definition is that a full-line 
wholesaler provides every single prescribable 
product and he also provides services to the 
pharmacist, only 20 per cent of the products he holds 
actually make money and he provides the other 80 
per cent as a service, whereas the short-line 
wholesaler only provides a smaller range of 
profitable lines and no services. 


119. I understand that is the definition, but is that 
simply a practical definition or description or is it a 
definition which exists somewhere as some sort of 
legal distinction? 

(Mr Watts) There is no legal distinction. 

Chairman: Before I allow our witnesses to respond 
to the assault from John Gunnell, do any of my 
colleagues have any further points? 


Mr Austin 


120. I am just very curious by your altruistic 
comment at the end, that 80 per cent of the work they 
are doing is free. 

(Mr Watts) Eighty per cent of the products that 
full-line wholesalers hold do not make money and 
they are held as a service, they are held as a service 
and to gain custom. 
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121. Mr Close, do you want to respond to Mr 
Gunnell? 

(Mr Close) I think it is a fair question to ask 
because obviously you are looking at a figure and 
assuming with that figure that somebody must be 
making some money out of it somewhere. 


Mr Gunnell 


122. Well, there is enough evidence in what you 
have said to us to suggest that people are making 
money. 

(Mr Close) I would like to say that I am talking 
with my Norton Healthcare hat now, not with my 
BGMA hat, but my own company is actually each 
month losing £2 million worth of turnover from 
products that we cannot put into the marketplace. 
That in no shape or form is made up from any extra 
profit we make from specific products that have gone 
up in price. That is one thing. The other thing is that 
the Category D, which I think we have focused on 
enough today, is suggesting that the price in 
Category D is a higher reimbursement price than the 
price that it is leaving the manufacturer and there are 
many places that can go. We might supply to a third 
party who might put 30 per cent on to it and it can 
then go into the wholesale chain, either short-line or 
full-line, even before it arrives at the pharmacy and 
even when it arrives at the pharmacy you still get 
your claw-back as well. 

(Mr Kay) I want to put Mr Gunnell’s observation 
into context. Remember the environment that we 
work in. We work in a commodity business and any 
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investment that we put in for packaging, machinery, 
computer equipment, new product development, it is 
pure risk investment and we have no knowledge of 
what we are going to get out of that. If you look at 
historic generic industry profits, they are marginal at 
best and any view of industry profitability has to be 
looked at over that period and it cannot be looked at 
as a snapshot. You are our constituency MP so you 
would be more than welcome to visit us! 

(Mr Watts) Chairman, I think that Mrs Wise made 
the point quite clearly, that our members are the 
victims of these shortages and they are losing millions 
every week. 

(Mr Dove) I think the commodity market, which 
undoubtedly has been there for some years in the 
generic market, has served the Government well. I 
think all that has happened is that they have got a 
very slight bloody nose with the prices going the 
other way. It is a free market situation. I think what 
we must make sure we do not do is panic into an 
alternative system which could undermine my 
generic colleagues and completely unbalance the 
marketplace. 


123. I will let you have the last word and can I 
thank you for your participation in this session. It 
may be perhaps arising from the next session and our 
deliberations that we may ask you for some further 
written responses and I hope you will be able to give 
us those responses. We are very grateful for your help 
this morning and thank you very much. 
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1. INTRODUCTION AND EXECUTIVE SUMMARY 


Introduction 


1.1 The Department of Health welcomes the Health Select Committee inquiry into the current shortages 
of the supply of generic medicines to the NHS. It hopes that the Committee’s investigation of witnesses and 
analysis of the problems that have arisen around the supply of generics will add to our understanding of the 
causes of these problems and, more importantly, their remedies. It also hopes that in raising awareness of the 
current shortages the Committee’s work will also help in re-assuring the public that the shortages in the supply 
of certain generic medicines have not led to patients failing to receive the medication they need. 


1.2 This Memorandum explains how generic medicines are supplied to the NHS and reimbursement rates 
set (Part 2), describes the events of 1998-99 that have led to supply shortage and price increases (Part 3), sets 
out the current supply position (Part 4), analyses the causes of the supply problems and price increases (Part 
5) and concludes with the Action being taken to address the problems (Part 6). 


Executive Summary 


1.3 The key points in this Memorandum are: 


(i) For decades the NHS has relied on the market for the supply of generic medicines. The assumption— 
and, to date, the experience—has been that a competitive market in the supply of generic medicines 
delivers the NHS continuity of supply and reasonable prices, ie overall value for money for the 
NHS. 


(ii) The arrangements for retmbursing pharmacists what they dispense generically on the NHS are 
designed to reimburse at rates that result from strong competition in the market. The 
reimbursement rates set out in the Drug Tariff follow the market price and act as a ceiling on the 
level of NHS reimbursement; they are not designed to lead the market and set the price. 


(iii) These arrangements, until the events of this year, have served the NHS well. There has been general 
continuity of supply at reasonable prices and this has helped the NHS reach high levels of generic 
dispensing (some 48 per cent) and allowed the Government earlier this year to set a challenging 
Public Service Agreement target for generic prescribing. 


(iv) The events of the last year have caused significant upheavals in the market for generics that have 
led to both shortages of generic medicines and, as significant, price increases. 


(v) The initial shock to normal supply came from the closure, for essential public health reasons, in 
December 1998 of Regent—GM Laboratories. Despite assurance to the Department from most in 
the industry that the market would close the gap in supply, the loss of Regent’s product is now 
identified by those in the supply chain as the key triggering factor in the shortages and price rises 
that began to occur in the first half of 1999. Other factors also played their part, including relocation 
of some manufacturing capacity and the move to patient packs. 


(vi) Despite further reassurance in June from those in the market, by July it was clear not only that the 
market was not delivering continuity of supply (and prices were beginning to rise significantly) but 
also that there was no certainty of any immediate, or even medium term prospect of, a return to the 
previous market conditions on which the NHS had successfully relied. 


(vii) In effect the market had turned from one that balanced the needs of sellers and purchasers to a 
sellers-led market. This inversion effectively undermined the basis for ensuring value for money in 
NHS supply arrangements for generic medicines. For example, Drug Tariff prices started to rise, 
giving a signal to suppliers whose prices were lower than the Tariff price that they could raise them. 
And the arrangements under which pharmacies can be paid above the Drug Tariff price when 
products are in short supply, thus ensuring that patients get the medicines they need, began to apply 
to large numbers of products effectively turning the Drug Tariff price from a ceiling into a floor 
price. 


(viii) In July the Department decided the market could not be safely left to itself. A major investigation 
was undertaken to identify more clearly the causes and potential remedies of the supply and price 
problems. The results of this investigation are set out in detail in this Memorandum. The 
investigation confirmed that as well as the causes noted above the supply chain was operating 
inefficiently with supplies from manufacturers taking a long time to reach consumers (with some 
evidence of stockpiling by some in the supply chain in anticipation presumably of further price 
rises), manufacturers not able to adequately judge which specific products were most needed, and 
“Category D” reimbursement arrangements were now having unintended effects that tended to 
exacerbate the supply and price problems. 
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(ix) The investigation led to immediate action in three main areas: 


First, action to ensure competition is actually working in the market. The Office of Fair Trading 
was contacted early in August and is formally investigating the supply of generics to see if the events 
of the last year raise any competition issues. 


Second, immediate and necessary action, within the general framework of existing arrangements to 
address problems with the present systems. For example: action is being taken to ensure that 
“Category D” is only brought into operation when absolutely necessary, and only for as long as 
absolutely necessary; the PPA took and continues to take immediate steps to improve its processing 
of prescriptions; and the MCA has arrangements in hand to ensure Regent is inspected immediately 
it is ready for inspection. 


Third, action was set in hand to consider how best the Department—in the light of events—could 
secure its objectives of ensuring that: 


— The NHS gets a sure supply of reasonably priced generics 
— Pharmacists are paid promptly 
— Health Authorities and Primary Care Groups get the information they need. 


(xii) Until this year NHS reliance on competition in the market has secured continuity of supply of 
generics at reasonable prices. This has been achieved without direct involvement of government in 
a commodity market. We have been repeatedly reassured at the various key stages during the year 
that the market would—at some stage—return to normal, but this has not yet proved to be the case 
and we can have no real confidence it will happen or, if it does, when, and even if it does that there 
will not be a recurrence of problems in the future. 


(xill) Key questions arise about the operation of the market: 


(a) whether some suppliers (manufacturers and/or wholesalers) have been charging excessive prices 
over a sustained period of time, taking advantage of their market power; 


(b) whether some suppliers have been holding excessive stocks of certain products for speculative 
purposes—well above what is needed to meet their normal supply. If so this would restrict the 
supply of medicines and create artificial shortages, thus contributing to recent price rises; 


(c) whether some suppliers are exploiting the rules for reimbursing products that are in short 
supply, either by: manipulating their stock position to get products into Category D; and/or 
once products are in Category D, taking advantage of the system—which is designed to ensure 
continuity of supply—to institute very significant price increases that are not justified by cost 
pressures; 


(d) whether there has been explicit or implicit collusion between any suppliers to bring about or 
sustain any of the practices identified above. 


(xiv) Above all—even if the outcome of OFT investigation is to confirm that there are no competition 
issues—the question arises immediately whether the NHS should continue to rely on a commodity 
market for the supply of generic medicines—one that may always, by its very nature, be vulnerable 
to events such as those of the last year. The NHS now purchases some £700 million per annum of 
generics medicines for primary care use. The present supply arrangements evolved over a long 
period when generic supply was of less importance to the NHS both in terms of volume and total 
cost. 


(xv) The Department believes therefore that a fundamental review is needed of the arrangements for the 
supply of generic medicines to the NHS to see, in the light of the last year, whether the present 
arrangements should be replaced by ones that better serve the needs of the NHS. 


2. THE ARRANGEMENTS FOR THE SUPPLY OF GENERIC MEDICINES TO THE NHS 


Description of present supply arrangements 


2.1 The supply of generic medicines is best viewed as part of a whole pharmaceutical supply chain: at its 
simplest, manufacturers of branded and generic medicines sell to wholesalers who then sell on to community 
pharmacists, dispensing doctors and hospitals for dispensing to patients. 


2.2 The markets for branded and generic medicines are very different: branded medicines are normally 
produced, at least until the expiry of patent protection, by the single pharmaceutical company which 
developed the product. In the UK these products are covered by the Pharmaceutical Price Regulation Scheme 
(PPRS). Supply is predominantly through full-line wholesalers but with some direct supply. The overall size 
of the NHS primary care medicines market is some £4.7 billion per annum with generics comprising only some 
£700 million. Branded products will not be considered further in this document. 
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2.3 Generic drugs are more of a commodity product. Our licensing requirements mean that in the vast 
majority of cases products with the same generic name and strength and of the same type of preparation can 
be dispensed interchangeably. Where a GP prescribes using a generic name, the pharmacist dispensing the 
prescription can use any version of the preparation that is licensed and meets the required specification. (This 
contrasts with the requirement for prescriptions written using brand names where only products with that 
brand name can be dispensed.) These arrangements allow generic products to compete on price at the point 
of dispensing. 


2.4 The supply arrangements for generic medicines are more complex than for branded versions. A small, 
and probably declining, proportion is supplied direct, both to primary care dispensing contractors and 
hospitals. The rest is supplied via wholesalers. Wholesalers can be divided into two main types: full-line 
wholesalers, who keep a complete range of stock, and of whom there are a small number of national and 
regional players; and short-line wholesalers, who focus on a limited number of products and of whom there 
are a large number of companies of varying sizes. In recent years the proportion of the generic market passing 
through full-line wholesalers has decreased, shortliners having expanded to take up a significant proportion 
of generic wholesale supply. 


2.5 The UK thus has a market with quality guaranteed through the licensing arrangements and structured 
to compete on price. But the NHS systems are also structured to ensure the NHS benefits from this price 
competition. In hospitals, budgets encourage cost-effective procurement. In primary care, the reimbursement 
system for community pharmacists uses a system of fixed-price reimbursement known as the “Drug Tariff’ 
which itself helps to drive competition and encourages pharmacists to buy lower than the reimbursement 
price. Recovery of estimated discount from pharmacists, assessed through regular discount inquiries, 
captures the extent to which they manage to buy at lower prices. The combined effect means that the NHS 
not only incentivises cost-effective purchasing but obtains the financial benefits too. If a drug is in short supply 
and cannot be obtained at the Drug Tariff price it is placed in “Category D” which enables pharmacists to 
be reimbursed what they paid for the drug rather than the Tariff price. This system ensures that neither 
patients nor pharmacists are disadvantaged. 


2.6 A detailed description of how the reimbursement rate for pharmacists’ use of generic medicines is 
calculated is at Annex A. 


Benefits of these arrangements 


2.7 Our basic system for stimulating the market in generic pharmaceutical products and minimising health 
service expenditure in these medicines has—until the events of this year—been very effective. The principle 
of generic prescribing has opened up a substantial market in chemically-identical products. Growth in generic 
prescribing, has been significant in recent years and has allowed this market to expand to cover a proportion 
of health service prescriptions which is almost unique world-wide (See Annex B). Once patents expire, similar 
products can enter the market and start to compete on price and the high proportion of prescriptions which 
are now written generically means that the market is worth entering: some 48 per cent (1998) of prescriptions 
are now reimbursed at “generic” rates. Diversity of supply has also until now helped assure reliability of 
supply. Additionally, our reimbursement system in setting a headline reimbursement price is designed to 
stimulate community pharmacists to “beat the price”; and the extent to which pharmacists on average do beat 
the price is clawed back from contractors as a whole to the benefit of the NHS through the discount deduction 
mechanism. In addition, before this year, generic prices have been dropping steadily—around 15 per cent in 
cash terms and 25 per cent in real terms between 1994 and 1998. (See Annex C). All this was good news for 
the NHS in securing quality pharmaceuticals at a low price: many generics were typically a fraction of the 
price for the matching brand. [NB: The figures for generic prescribing given in Annex B are higher than the 
48 per cent generic dispensing figure quoted above. This is because the generic prescribing figure includes 
prescriptions for medicines which are as yet only available as branded products, for example because they are 
still in patent.] 


3. THe EVENTS OF 1998-99 


3.1 As noted in part 2 of this Memorandum the arrangements for the supply of generics to the NHS have 
served the NHS well in the past—increasing demand for generics has been met with consistency of supplies 
at reasonable prices (indeed declining prices overall over the last five years). The events of the last year have 
called into question whether that continues to be the case and whether the Department can continue to rely on a 
market for continuity of supply at reasonable prices. 


3.2 Amongst the thousands of drugs products that are marketed, there will always be some in short supply 
for one reason or another. For example, supply difficulties were reported for various paracetamol and asprin 
containing products due to the changes made, for public health reasons, to the maximum pack size for these 
medicines that could be sold over the counter (OTC). Various products were given “Category D” status as 
a result. 
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3.3 The events of 1998-99 have however been different. They have presented the Department with 
problems in a market on which it relies but (safety aside) does not regulate. At each state it has taken what 
action was available to it to try to ensure a return to normal market conditions. 


3.4 It is now clear the closure of one generics manufacturer triggered the problems, even if in subsequent 
months the supply and prices problems were compounded by other factors in the market and interaction with 
the NHS’s purchasing and reimbursement arrangements. 


3.5 In December 1998 the Medicines Control Agency, acting on behalf of the Licensing Authority, 
suspended with immediate effect the Manufacturer’s Licence of Regent—GM Laboratories. This action was 
taken under Schedule 2 paragraphs 10-11 of the Medicines Act 1968. The suspension of Regent’s 
manufacturing licence was because there were a number of critical failures and other major failures to comply 
with Good Manufacturing Practice detected by MCA Inspectors, involving serious deficiencies in procedures 
for controlling process changes, auditing systems and releasing batches. The critical failures included: 


— Some major processes were not being properly controlled or validated. 


— There was a danger of penicillin contaminating other products, for example, tablet compression had 
been moved without evidence of proper decontamination and penicillin was detected outside the 
specified penicillin work area. 


— Batches of products were released by selecting only those results which complied with specification, 
ignoring others. 


The Chief Medical Officer, the Deputy Chief Medical Officer and the Agency’s Chief Executive were all 
closely involved in the decision to suspend Regent’s licence. 


3.6 Regent was known to be one of the main manufacturers of generic medicinal products in the UK and 
supplied a number of own-label generics to other companies. In taking this action which included recall of 
some Regent products the Department, and the MCA, considered the availability of alternative products. 
The existence of other Product Licences was checked. Only the products manufactured solely by Regent were 
considered to be a potential problem because it was believed other supplies would quickly fill the gap. (Only 
one medicine was identified as a possible problem (Hormonin) but advice was that patients could be changed 
to nearest therapeutic equivalent alternative without problem.) 


3.7 In order to check the supply position after closure, soundings were taken of the British Generic 
Manufacturer’s Association (BGMA) who said specifically that other manufacturers would make good the 
gap in the market. The MCA had already made informal enquiries of wholesalers on the stock position. The 
concensus of opinion—one manufacturer aside—was that the market itself would close the gap in supply 
caused by the closure of Regent. 


3.8 In the event other factors added to market turbulance. Between January and April 1999 the 
Prescription Pricing Authority (PPA) alerted the NHS Executive to some price rises and shortages—and an 
increase in the number of products going into “Category D”. Arrangements were put in hand for closer 
monitoring of prices of “Category D” products and discussions were held with PPA on the difficulties the 
increase in “Category D” products was causing for rapid processing of prescriptions. 


3.9 As the “Top 100 generics price index” at Annex D shows generics prices overall started to rise 
significantly only in May and June. DH then had discussion with the BGMA and Pharmaceutical Services 
Negotiating Committee (PSNC) about the causes of the price increase and supply problems which by now 
were causing an accumulation of backlog in PPA processing. The consensus was that supply problems and 
the turbulence in the market were temporary. 


3.10 In July DH officials met with both the BGMA and BAPW to discuss the causes of the continuing 
supply problem and price increases and proposed the immediate issue of a questionnaire to both the 
manufacturers and wholesalers to ascertain the supply position of a sample of generic medicines both in terms 
of production and stocks held in the supply chain. At the same time proposals were put to the PSNC 
proposing changes to the way in which “Category D” was triggered. 


3.11 The necessary information was requested by early August. In the event sufficient information for a 
clear analysis for the wholesalers—to add to the material supplied by manufacturers—was not received until 
end September and even then very little information was received from the shortliners. Meetings were held 
on 8 September and 15 October respectively with the manufacturers (including the BGMA) and wholesalers 
(including BAPW) who had responded to the questionnaire. (A list of companies sent the questionnaire is at 
Annex E together with responses.) 


3.12 Action taken by the Department in response to the price increases and supply problems (in addition 
that note in the chronology above) is set out in Part 5 below. It is first helpful we think to set (a) the current 
(October) supply position and (b) our analysis of what has happened in the market—it is that developing 
analysis that has informed the action taken. 
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4. THE CURRENT SUPPLY AND PRICING POSITION 


4.1 On supply the position is that, according to BGMA and our own survey data, total manufacturing 
capacity has been back up to 1998 levels ie, pre-Regent closure for some months. There are however, 
significant variations between products. 


4.2 Prices are still rising, although the rate of growth now appears to be slowing down. November Drug 
Tariff prices are 1.7 per cent above October prices. This compares with previous monthly increases as follows: 


April—May 3.0 per cent. 
May-June 5.2 per cent. 
June-July 4.4 per cent. 
July—August 6.3 per cent. 
August-September 1.5 per cent. 
September—October 3.6 per cent. 


(See Annex D) 


4.3 “Category D” and PPA. There are still almost 200 preparations in “Category D”, accounting for 
around 15 per cent of all prescriptions. The PPA is now running 42 days late, resulting in some similar delays 
in supply of prescribing data to the NHS and monitoring data to the Department. 


4.4 Whilst pharmacists are still having difficulty in sourcing some products, there are still only isolated 
reports of patients who have had any difficulty in obtaining supplies of their medication or, for example, have 
had to try several pharmacies before obtaining supplies. 


5. ANALYSIS OF CAUSES OF GENERICS SUPPLY PROBLEM 


5.1 This section sets out the Department’s analysis of the causes of the supply problems and price increases. 


Price increase 


5.2 Paragraph 4.1 above noted the monthly price increases since May. In total since January 1999 prices 
of generic medicines have gone up by around a third. 


5.3 The pattern of price increases has been variable across products. Some prices have more than trebled 
this year, whilst others have not moved. Of the top 100 generic products, around a quarter have risen in price 
by more than 50 per cent, one quarter have risen by between 10 to 50 per cent, and the remainder have risen 
by less than 10 per cent or, in a few cases, fallen in price. The largest price increases have been concentrated 
on “Category D” products, but there have also been significant price increases on other products that have 
not been in short supply. 


Causes 


5.4 Our analysis of causes is based principally on investigation of information from the manufacturers and 
major wholesalers, work with the PPA and the NHS Supplies Authority and the PSNC. As noted earlier, we 
had a poor response from part of the wholesaling sector. Few of the regional wholesalers and only one short- 
line wholesaler provided any information. We estimate that the wholesaler respondents account for only 
around 40 per cent of the market (for the products in our sample). 


5.5 In our assessment we looked at those factors which we and various parts of the industry identified as 
being in varying degrees the potential causes of the problems: 


— Regent’s closure and other “supply shocks”; 

— _ the move to patient packs; 

— stockpiling by some wholesalers and other alleged “inefficiencies” in the supply chain; 
— lack of competition in the supply chain; and 


— interaction of the above with the Department’s reimbursement system and “Category D”, in 
particular. 


5.6 The evidence shows there is some element of truth to all of these. But, the story is a complex one. The 
various effects are difficult to disentangle, because they overlap in time and because they interact with, and 
often feed off, one another. 
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Supply shock 


5.7 It is clear that the problems were to a significant extent precipitated by the closure of Regent. Our 
survey suggested that Regent’s share of the market may have been somewhere in the region of 10 per cent. 
On top of this, three additional factors may have contributed to the supply problems over this period, 
although they are difficult to quantify: 


— Norton and APS—both major manufacturers—have been transferring their facilities overseas, 
which may have affected their capacity around the turn of the year; 


— manufacturers have been switching from bulk to patient packs, which may be causing some 
disruption to their production process. 


— there appear to have been some supply problems—as noted earlier—before Regent’s closure due, 
for example, to legislative changes in over-the-counter aspirin and paracetamol pack sizes. 


5.8 Together, these created genuine supply shortages. Manufacturers responded by raising their 
production. They have told us that overall capacity is now back to pre-Christmas 1998 levels, which is 
consistent with our survey evidence. But, the recovery has not been uniform across products. Our survey 
shows that output of many products is still well below what it was last year. This is reflected in the number 
of “Category D products”, which is continuing to rise. Manufacturers say they often do not know what is in 
short supply and they only have their own order book and “Category D” status to go on. This uncertainty 
contributes to the volatility of the sector. 


Patient packs 


5.9 The use of patient packs is growing fast—up from around a quarter of total sales (in our sample) at 
the end of last year to over 40 per cent in the middle of this year. The Department expects the direct cost 
(packaging, etc) to be reflected in higher prices for patient packs, although we will want to ensure the “mark- 
up” is a reasonable one. However, packaging costs themselves do not explain the increases we have seen to 
date in generic prices which are mostly on supply still in bulk. 


5.10 The manufacturers have said to us that they have experienced delay in getting patients packs listed 
in the Drug Tariff which may be creating artificial shortages as the reimbursable bulk packs constitute a 
smaller share of overall supplies. We have listed packs where stocks are adequate and we have secured the 
agreement of the PSNC. Once a produce is in “Category D” a pharmacist can obtain reimbursement for any 
version and any pack, not only those listed in the Drug Tariff. 


“Tnefficiencies” in the supply chain 


5.11 There is now some evidence that stock is being held up in the supply chain, possibly in anticipation 
of a further rise in prices. Product is not moving quickly through the supply chain. For many of the new 
“Category D” products in our sample, manufacturers reported significant increases in sales, whilst the 
amounts dispensed to patients were fairly stable—implying that product is getting “stuck” somewhere in the 
supply chain. The survey information indicates that “mainstream” wholesalers are not stocking up on these 
products. According to the main wholesalers, it can take up to six months for some products to get from 
manufacturers to pharmacists due to stockpiling. This may be stopping suppliers whose supply position 
determines the basket price under the Drug Tariff arrangements from replenishing their stocks, so keeping 
the product in “Category D” for longer. This may be contributing to the instability of the market, since large 
stocks of product may be bought up one month and sold off the next. 


5.12 The survey also raised further questions about the efficiency of the distribution chain. In particular, 
there are a number of examples of products in the Department’s sample, where wholesalers’ stocks are low, 
but where manufacturers appear to have plenty of stock. This is a problem if it is causing products to remain 
in “Category D”. The Department is looking into the reasons for this. 


Competition in the market 


5.13 As in any market we would expect supply shortages to lead to price rises, but the scale of recent price 
rises is difficult to justify. There are examples of doubling or trebling of manufacturer prices on some 
products. 


5.14 The manufacturers’ survey shows that individual product markets have become more concentrated, 
as manufacturers consolidate their activities on a smaller number of products. The very large price increases 
have occurred in the most concentrated markets, where supply is dominated by one of two manufacturers. 
Lack of competition might also explain why prices do not seem to be falling when products come out of 
“Category D”, since it is competition between different suppliers that drives this process. 
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Reimbursement system 


5.15 The Department has identified several issues to do with the way the reimbursement system, and 
“Category D” in particular, has interacted with the supply arrangements following the Regent closure and 
the changed relationship between supply and demand which followed. 


5.16 For products in Category D (ie in short supply), pharmacists do not have the same incentives to shop 
around, because they can be reimbursed at whatever price they pay. This system is designed to ensure that 
pharmacists are not penalised if they have to use more expensive sources to ensure patients do not go without 
their medicines. Until this year relatively few products were in “Category D” at any one time but in current 
circumstances the arrangements may be allowing suppliers to put their prices up unreasonably. The 
Department’s analysis shows that although there have been significant price increases on other products, the 
largest price increases have been concentrated on products that have been in “Category D”. 


5.17 In view of the above and the straightforward cost risks to unified budgets due to reimbursement of 
more expensive versions the Department has acted, to minimise the number of products in “Category D” 
whilst being fair to pharmacists. In most cases it believes that products now entering “Category D” are 
genuinely in short supply. But, some products have probably been staying in “Category D” for too long— 
most products have stayed in for 2-3 months, and often longer. “Category D” status is determined by the 
stock levels of five “basket” suppliers—two wholesalers and three manufacturers. In some cases, supply may 
have recovered, but wholesalers are choosing not to hold four weeks’ worth of stock—the current threshold 
for “Category D”. It is now also clear that the principal stockholders are often outside the “basket” and so 
are not taken into account in PPA’s assessment. 


5.18 “Category D” may also provide a signal to the market that manufacturers and wholesalers may 
respond to, sometimes in a unhelpful way. In particular, for some wholesalers and pharmacists, it may act as 
a signal of market shortage and may lead to action which may further de-stabilise the market. 


Looking ahead 


5.19 Both manufacturers and wholesalers have said repeatedly that the market will settle down and 
manufacturers have said that aggregate manufacturing levels have reached end 1998 levels, but there is still 
no consensus view as to when this will happen and at what level of price. We cannot be confident how the 
market will behave. This affects fundamentally the options for action available to the Department. 


6. ACTION BEING TAKEN TO ADDRESS SUPPLY PROBLEMS IN SHORT AND MEDIUM TERM 


6.1 The action the Department has—and is taking—falls into three main categories: 


First, immediate and necessary action, within the framework of existing arrangements to ensure: 
that “Category D” is only brought into operation when absolutely necessary, and only for as long 
as absolutely necessary; that the PPA is quickly back into rapid handling of scripts; that Regent is 
inspected immediately it is ready for inspection. 


Second, action to ensure competition is working in the market. 
Third, action to identify possible alternative ways of securing supply at reasonable prices. 


6.2 The detailed action currently in hand comprises: 


6.2.1 The MCA will inspect to assess public safety as soon as Regent declares itself ready. There can be 
no compromise on safety. When Regent notify the MCA that they are ready, the MCA will re-inspect the 
company’s facilities, procedures, systems and management organisation, to ensure that their quality meets 
the required Standards under GMP. The MCA is in contact with the company and is already discussing their 
remedial plans and timetable with them, so that re-inspection can take place with the minimum delay. When 
the re-inspection has taken place, the MCA has made arrangements to review the findings quickly and, in the 
event of a successful outcome, to lift the suspension within a matter of days. Even if the suspension is lifted, 
it may be in full or in part and it could take the company some time to resume full production. 


6.2.2 Further discussions are planned with wholesalers, manufacturers and pharmacists to ensure that 
there is a common understanding of the current supply position and discussion of further action that might 
be taken to improve supply. 


6.2.3 Further proposals are now with the PSNC for changes (starting with November prescriptions) to the 
operation of “Category D”, intended to ensure that products only go into “Category D” when they are in 
genuine short supply and only remain in “Category D” while that is still the case. Whilst still being fair to 
pharmacists—and ensuring that patients get their medicines—this will reduce (a) direct costs of “Category 
D”, (b) any upward pressure “Category D” is itself putting on prices, and (c) pressure on PPA reimbursement 
processes. 
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6.2.4 At the PPA urgent work is underway to deal with backlog of unpriced prescriptions and/or reduce 
impact of the backlog on the supply of prescribing information available to HAs and PCGs. 


6.2.5 The whole basis of the current arrangement for generic supply is competition in the market place. 
Departmental officials have been working with Office of Fair Trading (OFT) officials since early August. OFT 
is formally investigating the market to see if the events of the last nine months raise any competition issues. 


7. CONCLUSION 


7.1 In all its action in this area—as in other areas of supply of medicines to the NHS—the Department’s 
objectives and priorities for the distribution system are sixfold: 


First, to maintain, and improve, the current quality of service to patients; 


Second, to minimise the costs of the distribution networks, subject to service level and quality 
requirements; 


Third, to reimburse pharmacists as closely as possible for what they actually pay for the medicines 
they dispense under the NHS; 


Fourth, to have transparent prices; 
Fifth, to support a competitive pharmaceutical market; 


Sixth, to secure value for money for the NHS. 


7.2 The NHS has to date relied on competition in the market to secure continuity of supply at reasonable 
prices. This has been achieved without our direct interference. We have been reassured all along that the 
market would return to normal but this has not yet proved to be the case. The disruption has in particular 
raised the following questions: 


(a) whether some suppliers (manufacturers and wholesalers) have been charging excessive prices over a 
sustained period of time, taking advantage of their market power, 


(b) whether some suppliers have been holding excessive stocks of certain products for speculative 
purposes—well above what is needed to meet their normal supply. If so this would restrict the supply 
of medicines and create artificial shortages, thus contributing to recent price rises; 


(c) whether some suppliers are exploiting the rules for reimbursing products that are in short supply, 
either by: 


— manipulating their stock position to get products into Category D; and/or 


— once products are in Category D, taking advantage of the system—which is designed to ensure 
continuity of supply—to institute very significant price increases that are not justified by cost 
pressures; 


(d) whether there has been explicit or implicit collusion between any suppliers to bring about or sustain 
any of the practices identified above. 


7.3 As noted, OFT is looking to see if there are any competition issues. However it may be that even if the 
market is working as a market should work it is clear that over the last year the supply system has not secured 
either continuity of supply or supply at reasonable prices. Whilst a very early return to the previous market 
position is highly desirable, we need to consider whether the current arrangements—reliance on a market— 
is the best way to supply the NHS with generic medicines. 


7.4 The NHS now purchases some £700 million pa of generics medicines for primary care use alone. The 
present supply arrangements evolved over a long period when generic supply was of less importance to the NHS 
in terms of volume and total cost. The events of the last year have undermined the Government’s confidence in 
the market’s ability to deliver consistently to meet the NHS’ needs. For that reason, and alongside the OFT 
investigation, the Department has decided to undertake a fundamental review of the arrangements for the supply 
and distribution of medicines to the NHS, excluding the PPRS scheme which determines the manufacturer prices 
for the supply of branded medicines to the NHS. 


November 1999 
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Annex A 
REIMBURSEMENT OF COMMUNITY PHARMACY CONTRACTORS 


GENERAL ARRANGEMENTS 


1. Community pharmacy contractors purchase drugs (and appliances) for dispensing and are reimbursed 
by the NHS. Reimbursement and dispensing fees are set by the Department and calculated by the Prescription 
Pricing Authority to whom all dispensed NHS prescriptions are sent each month. 


2. The aim of our reimbursement policy is reimburse at net acquisition cost, assuming a cost-effective 
purchasing policy. It consists of two main elements: 


— Direct reimbursement: a headline price for the drug. 
— Indirect reimbursement: the deduction of assumed discount. 


REIMBURSEMENT OF BRANDED AND GENERIC DRUGS 


3. Direct reimbursement: the price rermbursed is based on list price(s). 
— For prescriptions written by brand name the reimbursement price is the list price of the UK brand. 


— For prescriptions written by generic name the reimbursement price will normally be listed in Part 
VIII of the Drug Tariff. Prices are based on the price of a single supplier (category C) or, for common 
drugs, on a basket of suppliers consisting of two wholesalers and three manufacturers (categoy A). 
A few drugs of small volume are not listed in the Tariff; pharmacists are reimbursed the list price 
of whichever version they dispensed. 


Where, according to agreed criteria, there is a shortage such that pharmacists cannot obtain a drug at the 
Tariff price, it is placed in “Category D”. A default price (normally the category A price) is listed in the Tariff 
but where the pharmacist has not been able to obtain stock at this price they can be reimbursed for any more 
expensive version on endorsement of the prescription, including a branded version if that is used. 


DEDUCTION OF ASSUMED DISCOUNT 


4. Pharmacy contractors obtain discounts from list or Tariff prices and this is recovered by means of a scale 
of deductions set out in Part V of the Drug Tariff. This Deduction Scale is set using the results of a regular 
Discount Inquiry conducted jointly with PSNC. The scale is in terms of a percentage reduction against the 
combined basic price of the items to be reimbursed to each contractor in each month. The PPA then 
reimburses the resulting figure—ie the basic price minus the assumed discount. 


OTHER POINTS 


6. Community pharmacy contractor representatives (PSNC) are consulted about changes within the 
reimbursement system, including changes to the category of individual drugs and to routine procedures; and 
discount inquiries are conducted jointly with them. 


7. Sums reimbursed—net of discount deducted—are debited from unified budgets relating to the GP who 
wrote the prescription. 


8. Dispensing and other fees paid to community pharmacy contractors are not the responsibility of HAs 
and are debited from a separate central funding stream. Prescription charges deemed to have been collected 
by pharmacists are debited from their payments and are not retained by them. 
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Annex B 


GENERIC PRESCRIBING RATES 
Generic prescribing rate, April 1995 - July 1999 
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GENERIC PRICES—LONG TERM PRICE TRENDS 


The following table shows average reimbursement prices for the five years to the end of 1998 based on the top 
65 generics available throughout that neriod (weighted throughout on the basis of auantities disnensed in 1998) 
120 
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Annex D 
Top 100 generics price index 
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GENERICS SUPPLY SHORTAGES—RESPONSE TO QUESTIONNAIRE 


Company Name Response 
BGMA Members 

APS/Berk Returned 

Cox Pharms Returned 
Lagap Pharms Returned 
Norton Healthcare Returned 
Ranbaxy Returned 
Rosemont Pharms Not applicable 
Genus Pharms Returned 
Other Manufacturers 

Generics UK Returned 

CP Pharms Returned 
Sterwin Returned 
M&A Pharm Returned 
Regent Returned 
Co-Pharma Unable to respond 
BAPW Members 

AAH Returned 
Alliance Unichem Returned 


BCA 

East Anglia 
George Foster 
Phillip Harris 
J.M. Loveridge 
Maltby & Sons 
Mawdsley Brooks 
Norchem 
Norscott 

PIF 

L. Rowland 


Response promised 
Data sent not usable 
Unable to respond 
No response 
Returned 

Data sent not usable 
Returned (very late) 
Unable to respond 
No response 

No response 

No response 


CJ Month-on-month change 


—@ Price index 
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Response 


Sangers (Maidstone) 
Sangers (N. Ireland) 
Sants 

Robert Smith 
Graham Tatford 


API Members 


Chemilines 
Doncaster Pharma 
Dowelhurst 


European Pharmaceuticals 
Freeman Pharmaceuticals 


Jumbogate Ltd 
Medihealth 


Munro Wholesale Medical 


Necessity Supplies 
OPD Labs 
Waymade Healthcare 


Returned 

Unable to respond 
Returned 

No response 

No response 


No response 
Returned (late) 
No response 
Unable to respond 
Returned 

No response 
No response 
No response 
Returned 

No response 
No response 


Examination of Witnesses 


Mr JOHN DENHAM, a Member of the House, further examined, Minister of Health, Lorp HUNT OF KINGS 
HEATH, a Member of the House of Lords, Parliamentary Under-Secretary of State [Lords], MR JACK 
Barnes, Head, International and Industry Division, and Mr ANDy McKEon, Head, Primary Care 


Division, Department of Health, examined. 


Chairman 


124. Can I welcome you to this final session this 
morming and express the appreciation of the 
Committee for your willingness to come along and 
give evidence. In particular, could I thank you for a 
very helpful paper from the Department which has 
been very useful in respect of our inquiry. Minister of 
State, would you like to introduce yourself and your 
colleagues? 

(Mr Denham) Yes, Chairman. I am John Denham, 
Minister of State at the Department of Health, 
currently with responsibilities for the mainstream 
structure and financing of the NHS. My colleague, 
Lord Hunt, is responsible for the pharmaceutical side 
of affairs, although I held that responsibility until a 
few weeks ago. On my right is Andy McKeon who, 
on the official side, deals again with NHS matters and 
on my left is Jack Barnes who is our official dealing 
with the pharmaceutical supply industry. 


125. Can I offer a particular welcome to Lord 
Hunt. I have got a sense of déja vu in today’s session 
and no doubt Audrey Wise has as well because we 
used to have you here many years ago in a different 
capacity. 

(Lord Hunt 
Chairman. 


of Kings Heath) Thank you, 


126. You have certainly heard part of the last 
session, if not all of it. In your evidence to the 
Committee you put some pretty sharp points to us 
about the operation of the market and, as Lord Hunt 
will have heard, I raised these specific points and 
quite serious allegations in some respects about the 
operation of the manufacturers and wholesalers. 
They refute, more or less in its entirety, these key 
points and while the Government blames the market 
and the people operating the market, the market 


operators appear to clearly blame the Government, 
particularly the decisions taken in September of last 
year. Mr Denham, you were around at the time, do 
you want to respond to that comment? 


(Mr Denham) September last year was actually 
before my time but that does not really matter. 


127. Who is guilty then? They are not here. 


(Mr Denham) I have taken a close interest in all of 
the events that could possibly have had any 
connection with the situation. Perhaps I could say, 
Chairman, just by way of introduction, that the 
National Health Service actually has been able to 
rely for decades on a competitive market, which was 
good. It supplied generic medicines securely at good 
prices, indeed falling prices over recent years, and the 
market has largely sorted itself out in a way that has 
generally been of benefit to the National Health 
Service. This year it is quite clear that market has 
failed us and has failed to keep that supply of 
pharmaceuticals at the volumes and the prices that 
we have been able to expect in the past. There have 
been a number of causes of that. The most significant 
single one was probably the closure of Regent, the 
company which closed last December which was 
necessary on public health grounds. The assessment 
made at that time was that the other manufacturers 
would very rapidly fill the gap that was created in the 
market. Now what is very clear, and I am sure you 
will want to go into this in greater detail, is that that 
and a number of other factors have created a market 
which is not operating efficiently and effectively in the 
interests of the National Health Service. If I could go 
back to the decision which I think you are referring 
to regarding Patient Packs last September. We 
simply do not share the view that the rise in prices 
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and the failure of the market to correct itself can be 
ascribed solely or largely to the change to Patient 
Packs. 


128. You refute the key defence of the previous 
witnesses? 

(Mr Denham) Not least. because large increases 
have taken place in the prices of products which are 
supplied in bulk and of which the normal form of 
supply is in bulk. I think we would accept that the 
transition to Patient Packs, with some products 
being supplied in bulk, some in Patient Pack form, is 
one of the elements which has made the market 
different this year from that which has operated in 
the past. Certainly we would not accept that the 
evidence points at all to that single decision about 
Patient Packs having created the situation that we are 
now dealing with. What I would say is that it is very 
clear that we need to find the best ways of tackling the 
situation that we are now in. There is action on three 
fronts that we think needs to be taken, much of which 
is already in hand. 


129. This is part of the review that you mentioned 
within your submission? 

(Mr Denham) There are three things, I think, 
Chairman. Firstly, we have got to look at what we 
can do within the present arrangements in the short 
term to tackle the problems and that means 
addressing changes to Category D, the mechanism 
which you were discussing earlier this morning. 


130. Any thoughts on what you would do? 
Obviously this is a very key area of concern for the 
Committee and for the people earlier on. 

(Mr Denham) The gist of it is to look at ways of 
broadening the range of products and suppliers that 
are taken into account in the Category D assessment 
and, secondly, to reduce the period of time for stocks 
to be held which is part of the trigger for something 
to be in Category D. 

(Lord Hunt of Kings Heath) We have made 
proposals to reduce the time from four weeks to two 
weeks which has had the benefit of making it harder 
to get in but also quicker to get out of Category D 
status. And I think importantly, particularly in view 
of your initial questioning about the nature of the 
basket, to extend that basket so we are capturing 
more of the reality that is happening in the market. 
Clearly at the moment we have doubts that the 
current basket does do this properly. 


131. Minister? 

(Mr Denham) Yes. The second area is to involve, 
as we have done since August, the Office of Fair 
Trading in investigating the way in which the current 
market is operating. They began their initial 
investigations, as I understand, following 
approaches from us in early August and now have 
moved into the second phase of investigating the way 
in which the market operates. 


132. On that point, forgive me for interrupting, in 
respect of their investigations have you already had 
some conclusions, interim conclusions from them, 
which relate to your fairly serious allegations within 
this document about the way the market is being 
exploited effectively? 
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(Mr Denham) No, we have not received any 
conclusions from the Office of Fair Trading. I 
suppose the only conclusion that we can fairly draw 
is that if after their initial look at the situation they 
had decided there was nothing worth looking at 
further, they would have come back to us and said: 
“We do not intend to look at this any further”. The 
fact that the Office of Fair Trading are continuing 
their investigation does not answer any of the 
questions we have set out in the memorandum and 
certainly it indicates very clearly that they think this 
is worthy of a further inquiry. The third area of 
action, Chairman, is that although the OFT study 
will hopefully tell us about the market as it currently 
is, for all of the reasons that you have been rehearsing 
this morning we need a more fundamental review of 
the way in which generics are supplied to the 
National Health Service. This must look at the 
alternative options which might be available to us if 
it is not possible to get the market back functioning in 
the way that it has been in the past. That is the further 
review—Philip can talk about the details—which we 
have told you about. 


Audrey Wise 


133. I can take the point, Minister, that it cannot 
all be Patient Pack problems because there are other 
drugs which that does not apply to but of course that 
does not mean that it is not a significant factor for 
some drugs. It still leaves me puzzled as to why the 
Government apparently decided to interrupt plans 
for an orderly transition so that at least that factor 
would be either eliminated or at least minimised. I 
just do not understand that. We have been told that 
there was ten years of collaboration and then last 
September or October the Government just sort of 
pulled the plug. 

(Mr Denham) I just have to say that if you have 
been given the impression that there were plans 
agreed for an orderly transition to Patient Packs that 
is simply not the case. There certainly have been 
discussions, you have been told this morning for ten 
years. My understanding from my briefing before 
this is that it had been for about four years, anyway 
a lengthy period of time, in which agreement had not 
been reached on how the transition to Patient Packs 
might be handled. In particular, the Government had 
not felt that it should be the body that should pick up 
all of the financial risk and financial costs involved in 
the transfer to Patient Packs which was what the 
industry was pressing us to do. 


Mr Gunnell 


134. And implied that was what you would be 
doing but you decided not to do it in September 1998 
and, therefore, the extra investment which they put 
in, the manufacturers, they did not get reimbursed 
for. 

(Mr Denham) Certainly as far as this Government 
is concerned, and as I understand it there was no 
agreement reached with the previous 
administration—I will look to the officials quickly to 
correct me if I am wrong because I was not there— 
about financing or the introduction of Patient Packs 
and certainly no agreement had been reached with 
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this administration. We took a decision essentially to 
allow the market to proceed with the introduction of 
Patient Packs at their own pace. 


Audrey Wise 


135. I can see that you are telling us there was no 
agreement, it had not reached the sort of stage that 
the impression was given of earlier, but I still do not 
understand why you move then into simply saying 
“Well, the market can do it” and on the financial side 
the really uncomfortable practice that the NHS is 
having to pick up bills. One of the bills it is picking 
up is in the PPA, for instance, with a lot more on 
administration and this is a contributory factor. 
Would it not have been better to have been in a 
position of perhaps spending money in order to help 
towards an orderly transition than spending money 
as a result of a disorderly transition? 

(Mr Denham) There are three points, I think, 
Chairman, on that. One is that I and Philip Hunt 
have asked officials to look back at the discussions 
that took place around the introduction of Patient 
Packs. So far as we can establish, those discussions 
did not centre at all on the question of how the 
transition would be managed and the impact that it 
would have on the market for generic drugs, so if 
anybody is suggesting that all of this was all predicted 
beforehand and you knew that if a decision was 
taken, this would follow, I do not believe that that is 
at all substantiated by the discussions that took place 
previously. 


Mr Austin 


136. Can we ask when those discussions started? 

(Mr Denham) I think we need to clarify this and I 
know that you were told this morning that the 
discussions had gone on for ten years. The briefing 
that I received certainly is at least four years and ] am 
sure we can trawl back for you and see what dates we 
are talking about. The second point, Chairman, is 
that although we would accept that the introduction 
of Patient Packs has been one of the elements which 
have created an unusual situation in the market, 
instability in the market, we certainly do not accept 
that the situation we are now facing can be traced 
back to decisions about the introduction of Patient 
Packs. The other factors that we have set out in the 
memo, particularly the closure of Regent and their 
contribution to supply, the decision of two 
manufacturers to relocate their supply over that 
period of time with some disruption to the provision 
of pharmaceuticals, plus the interaction which we 
have been discussing which has happened in a new 
way with the Category D system, all of those 
elements come together to create the situation that 
we have got, but I certainly do not believe that that 
can be traced back to Patient Packs. 

(Lord Hunt of Kings Heath) It seems to me that 
what the issue over Patient Packs shows is that, as 
with many other aspects of the current situation, we 
have a market which previously worked well and in 
our interests and it enabled us in fact us to see a real 
reduction in generic prices over a considerable 
number of years. The shock to the system caused first 
by the closure of Regent and then by other factors, 
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perhaps some element in relation to Patient Packs, 
but not, we think, of considerable importance, the 
move of two companies overseas was a contributory 
factor to the shortage issue, so gave a shock to the 
market that perverse incentives began to come into 
play and for a market that was working in our favour 
for many years, suddenly it all started to work 
against us. That became clear after a few months 
because in the first few months of this year, in our 
discussions with people in the industry, the kind of 
assurances that we were given were, “Oh, the market 
will stabilise itself when manufacturers can make up 
for the Regent shortage”, so it was in the crucial 
July/August time when we became particularly 
concerned that this simply was not happening, that 
we had to take this further decisive action. 


Dr Stoate 


137. This morning I have been giving the 
manufacturers and also the wholesalers a fairly 
tough time and I have to say that it has been mainly 
based on the information from the DoH which we 
are very grateful for. You made a fairly strong 
statement in paragraph 5.17 and that is about the 
operation of Category D where you say that the 
wholesalers are choosing not to hold four weeks’ 
stock. You are almost saying or you are virtually 
accusing them of actually exacerbating the problem 
of Category D by actually deliberately choosing to 
hold less than four weeks’ supply. Do you have 
anything to back that up because obviously it is a 
fairly important statement? 

(Lord Hunt of Kings Heath) J think that clearly 
these are matters which both the OFT and our more 
fundamental review will need to look into in greater 
detail, but the concern that has certainly come to us 
is that whilst we have seen manufacturers being able 
in general to bring their stocks up to the kind of levels 
that were there before the closure of Regent, the 
actual number of activities in community pharmacies 
in terms of prescriptions has been stable and yet 
prices have risen, and the supposition must be that 
somewhere in that supply chain there are stocks 
being held which is then having an impact on 
shortages and then a recategorisation in Category D. 
Of course, as I said previously, we have a complex set 
of relationships. We have the short-line wholesalers 
that we have already heard about who, incidentally, 
of course not only are not here, but did not respond 
to the questionnaires that we sent out in the late 
summer, and there must be the supposition at least 
that some stockpiling has been going on. Now, 
clearly I cannot produce for you hard evidence of 
that. That is why I think the OFT investigation and 
the more fundamental review are so crucial. 


138. Clearly if there is speculation among short- 
line stockholders to rig the market, which certainly, 
as you have said, is a distinct possibility, do you have 
any plans specifically to regulate the activities of 
short-line stockholders? 

(Lord Hunt of Kings Heath) Well, 1 do not think 
that it is possible to see our way in the immediate 
short term in terms of regulation because I do not 
think that there are any powers that one could look 
to to do that. I think that the answer lies in the points 
that John Denham has already raised in terms of the 
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immediate action that we have wanted to take and 
one of those actions has been to reform Category D. 
Now, a problem with that is that we put proposals to 
the PSNC quite some time ago and we are still 
awaiting a positive response and that is very 
frustrating from our point of view. 


Chairman 


139. How long ago was that? 

(Mr Denham) July. 

Dr Stoate: What power do you have to try to speed 
that up because that-is quite important? 


Chairman 


140. At that stage obviously there was an 
awareness presumably of the problems that were 
occurring? 

(Lord Hunt of Kings Heath) Indeed. 

(Mr Denham) Essentially it became clear, and I 
remember answering a parliamentary question in 
May which confirmed that we were looking at and 
monitoring the situation, and it was over the latter 
part of May and June when we began to get into 
discussions again with the manufacturers and the 
wholesalers because the situation was not correcting 
itself and in June and July we entered into the 
discussions with the PSNC to look at ways in which 
we could change the Category D arrangements. One 
of the things which we have simply got to say to the 
Committee is that the market and the arrangements 
around it which have worked so well for decades rely 
on a series of essentially voluntary relationships, 
voluntary co-operation to supply market 
information, voluntary co-operation to supply 
discount data in the pharmacy chain, a voluntary 
series of negotiations with the PSNC. What we have 
clearly seen over the last three or four months is that 
those have not worked in the way that we have 
needed them to work. We have not been able to 
capture the information that we have needed from 
those people who did not respond to the survey and 
we do not have the legal tools to hand within the 
present system to force the PSNC to an early 
decision, but we are putting great pressure on for 
agreement on that. 


Dr Stoate 


141. Well, that is very significant because if you are 
saying that you have plans to renegotiate these deals 
to ensure that Category D works properly, yet the 
PSNC does not seem to be responding to your 
overtures, then surely do you not need to look to 
powers to try and get this on a more regulated basis? 

(Mr Denham) What we need, and this is why we 
need the fundamental review of the way in which the 
market operates, needs to be a sound analysis and it 
needs to be a sound analysis of what would happen 
if we took a different course of action and that is why 
we need a fundamental review. We cannot just take 
one element and try and crack that on its own, but 
clearly we have a range of powers potentially 
available to us and we have powers in the Health Act 
over price. There are clearly alternatives about 
different ways of sourcing material, a radical 
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restructuring of the market, and there are different 
systems of reimbursement. All of those must be in the 
frame as part of this fundamental review of the way 
in which the market operates because of what has 
happened over the past six or nine months and the 
failure of the system that we have to respond rapidly 
to that changing situation. 


142. Do you have any advice, Minister, on how 
primary care groups and health authorities now can 
respond because we have heard earlier this morning 
that all the evidence that we have received from 
primary care groups and trusts is that they are 
obviously facing unforeseen increases in their 
budgets. They set honest budgets when they were 
given what they thought was a reasonable deal and 
now they find that because of these price increases, 
they are struggling, so do you have any suggestions 
to make as to how they handle the situation? 

(Mr Denham) I think there are a number of things 
that we need to say about the situation in primary 
care groups. The first is to underline the fact that 
health authorities received an extra 6.6 per cent in 
cash terms in their resources this year, a very 
significant increase. The sort of increase in the 
pharmaceutical bill for the NHS that we are seeing 
arising from the generic increase is, we think, likely 
to turn out to be in the order of £160 million. That is 
our best estimate. 


Dr Brand 


143. Percentage terms? 

(Mr Denham) That is about a half of one per cent 
of the whole allocation to the National Health 
Service. That will be offset, within this financial year, 
by the savings coming on stream from the PPRS 
which equally, in swings and roundabout terms, 
could not have been taken into account this time last 
year at budget setting time because the PPRS 
negotiations had not been completed. So there will be 
offsetting savings in the region of about £60 million 
coming into that. The projections on generics will 
depend on assumptions about whether current 
trends continue and so on, but that is the best 
estimate I can give to the Committee. The situation 
on primary care groups is, I believe, that that sort of 
increase, though it is clearly significant, should be 
within the ability of local health economies to 
manage within the overall money they were given 
and the advice they were given on making prudent 
preparations for unforeseen costs as any 
organisation does in a financial year. It does put a 
continued emphasis on primary care groups to make 
sure they are continuing with best prescribing 
practice which is not, of course, just about switching 
to generics, although that still has financial 
advantages, it is also about better prescribing 
practices in general. Many primary care groups have 
employed pharmacy advisers to deal with medicine 
management, best practice in prescription of 
branded drugs and so on. We believe that will 
produce, and should produce, financial 
improvements for primary care groups within the 
coming year and going into next year. Clearly the 
primary care groups need to make sure they are 
adopting best practice in areas like referrals to 
secondary care and so on which will also have an 
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impact. One thing I should say this morning is that it 
is important, for the purposes of your inquiry, to 
look at the sorts of things that I have given you. In 
some cases if health authorities allocated a sum of 
money for prescribing way below anything that was 
sensible or any prudent provisions then the gap at 
local level may appear much bigger, much more 
significant, than I am talking about. That is actually 
down to the decision making at local level. Obviously 
we funded health authorities sufficiently well that 
they could make a sensible allocation for 
pharmaceutical price increases this year. There will 
be some cases where the budget that was set locally 
was way out of line with past trends on 
pharmaceutical price increases, and that may appear 
as a bigger gap at local level, but you cannot ascribe 
that to this particular issue. 


Mr Burns 


144. Minister, you told us at the beginning of your 
remarks that you shifted this area of policy to the 
Parliamentary Under Secretary about six weeks ago. 
When did the previous Minister to you shift the 
responsibility to you because it was not September 
of 1998? 

(Mr Denham) I came to the Department of Health, 
I think, on Christmas Eve last year. 


145. Yes, I remember. 
(Mr Denham) To be fair I probably did not take up 
the reins on this one until just after New Year. 


146. You were the Minister responsible— 
(Mr Denham) J was the Minister responsible. 


147.,—in March, April, May. 
(Mr Denham) Absolutely, yes. 


148. Great. There seems to be an impression, 
which no doubt you will seek to clarify at some point, 
that the Department of Health has rather been 
caught out by the speed and extent of the problem. I 
am just wondering if I can talk you through on one 
or two areas. I understand from earlier evidence this 
morning from the PPA that they discovered what 
they believed to be a serious problem in March, when 
they were looking at the February returns, and they 
told us that they notified the Department of Health 
in April of their concerns of a problem. On 4 May, as 
you have already alluded in your evidence, you 
answered an oral question in the House of Commons 
to Mr Richard Burden in which you said in your 
preliminary answer, “There have been reports of 
increases in the prices of some products since the 
New Year but I do not think it would be reasonable 
to attempt to define a trend based on the short period 
from | January 1999”. I am slightly puzzled by that 
given that the PPA had presumably any time up to 
five weeks before this answer notified the 
Department of Health of their concerns of a 
problem. Complacency possibly is too harsh a word 
but there is certainly an impression given that there 
was not a full appreciation within the Department of 
the extent of the problem that was already there and 
that presumably was going to continue to build up 
until decisive action was taken. 

(Mr Denham) I think that the point that I make, 
Mr Burns, is actually in the very last sentence of what 
you say, “presumably going to build up”. The 
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question which faced me in May, when I was 
answering the question in the House and as Minister 
generally, was on the basis of what was known in 
May, which would be based on dates that we had 
coming through from March or early 

April— 


149. February. 

(Mr Denham)—which was was there any reason to 
believe that we were facing a fundamental change in 
the way in which the market operated or whether we 
were seeing over a relatively limited number of 
pharmaceuticals a temporary increase in price. Now 
in that situation the view of the generic 
manufacturers was that the market was going to 
correct for the loss of supply coming from Regent 
and that the other factors that we had seen were 
temporary instability in the marketplace. Their view 
continued to be, in discussions with the industry in 
April and May, that these were temporary problems. 
It is now clear that things did build up from April but 
my view is that the judgment made at that time was 
a perfectly reasonable one given that we had had 30 
years of a very stable generic market which had done 
the business for the National Health Service and 
given us extremely good value for money. I do not 
think that there was evidence at that time that we 
were on the verge of a big shift in the way that the 
market operated. Clearly the PPA would rightly have 
alerted us to changes in prices or references to 
Category D. That in itself would not have added to 
our knowledge of whether there was a fundamental 
shift in the change of market. You got the same 
information flowing through whether the market was 
changing fundamentally or whether you just had a 
short term change in the pattern of referral to 
Category D. I think that from that point, the 
judgment in early May that this was temporary, we 
actually moved quickly over the next four or five 
weeks from taking stock at that point to a realisation 
that we looked as though we were facing something 
more fundamentally different and that was why we 
were proposing changes by July to Category D, we 
were back in discussions with the manufacturers and 
the wholesalers and that led to the approach to the 
Office of Fair Trading which was either in the last 
week in July or the first week in August. 


150. You have just said in that that you feel as the 
trend emerged and the information and the data 
available to you confirmed the degree of the problem 
as amore long term one you acted decisively and you 
have mentioned the OFT and other initiatives. What 
about the primary care groups and others who are 
financially not being harmed because of overspend? 
What action are you proposing to take there? 

(Mr Denham) The position of primary care groups 
and the scale of this change in relation to the health 
service budget I have already set out. It is clear that 
primary care groups with health authorities need to 
manage the situation, need to continue with best 
practice on prescribing across the board and need to 
maintain services to patients. I do not believe that 
what we are seeing here justifies a withdrawal or 
reduction of services to patients. There will be some 
areas where the normal brokerage that takes place 
around the year end will need to take place but there 
is no basis for change in what is delivered to patients 
at local level. What we did also though was to seek to 
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strengthen the PPA and its processing capacity, 
because it is the PPA which provides the prescribing 
information back to the primary care groups, 
funding additional overtime and work of that sort as 
the workload builds up. We had a system also of 
briefing through the regional finance offices and the 
regional prescribing leads who would be the first 
point of contact for health authorities or primary 
care groups who were seeking advice on how to 
handle the situation. So we set up a situation in which 
information about what was going on and how to 
handle it should have been available to health 
authorities. 7 


Mr Gunnell 


151. Are they aware of how long you think it will 
last, this present problem? 

(Mr Denham) Well, certainly they are, I think, all 
aware that we now recognise that we have a major 
change in the way in which the market operates, a 
change in which a lot of money is going into the 
system with no clear explanation of where it is all 
ending up and that there does not look as though 
there is going to be an immediate return to the 
situation we had last year. We cannot be quite sure. 
The manufacturers and the wholesalers have still 
tended to be saying to us that they think that the 
market will right itself, but we do not have evidence 
of that happening and that is why I welcome the OFT 
inquiry and the further fundamental review that we 
want to set up. 


Mr Burns 


152. Can I just come back to one issue because you 
talked about the discussions, et cetera, that you have 
had on the question of the overspend, but in a 
number of areas it is quite significant amounts of 
money. Just to give you some examples, the Telford 
and Wrekin PCG overspent by £4 million and 
Birmingham overspent £800,000. My own health 
authority in North Essex is very concerned about 
what they are going to do next year with their 
financial resources given the pressures on them 
because of the increases they are facing because of 
their drugs bill. | appreciate the Minister not wanting 
patient care to be affected and hoping that it will not 
be, but if money of this proportion is being taken, 
that the health authorities, when setting their budgets 
or allocating their budgets at the beginning of this 
financial year, had no knowledge whatsoever that 
their drugs bills were going to be significantly out of 
syne and they are going to have to find the money 
somewhere, and brokerage may help alleviate the 
problems, but if there has got to be brokerage on 
waiting lists and other problems as well at the end of 
the year, then this can just get swamped in that. I just 
find it a little too easy to say, “Well, a little bit of 
brokerage at the end of the year will sort the problem 
out”, but does the Minister fully appreciate the extra 
financial strains that this problem so unexpectedly to 
health authorities and health trusts is going to place 
on them and is placing on them.at the moment in the 
provision of healthcare? 
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(Mr Denham) Well, as I set out, Chairman, we do 
need to distinguish between the impact of generic 
prices and the budget-making process that may have 
happened in some health authority areas. We 
estimate that the impact of the generic prices will be 
around half a per cent of the total allocation of 
resources to health authorities within the unified 
budget. That will be offset, ie, that will be reduced 
this year by the savings that come on stream from the 
PPRS so it will be less than that. That is, in my view, 
the sort of level of change which the Health Service 
should be able to cope with at local level and should 
build into its normal planning because in most years 
in most organisations some part of the budget 
behaves differently from the way you expect. We do 
have to distinguish that, and that is the fundamental 
position, from some areas where if a health authority 
made an unrealistic allocation for prescribing in 
general, then in those areas you do see some bigger 
divergencies between the allocated budget and what 
is being spent, but it is the responsibility of health 
authorities to make a reasonable judgment based on 
past trends and the knowledge they have got about 
the level of prescribing costs and I have to say that 
where you have, as you do in some areas, people who 
have allocated perhaps 3 per cent extra to prescribing 
when over the last five years prescribing costs have 
gone up by 7 to 8 per cent, it is difficult to understand 
why that was done, and so it is very important in the 
local data to really look at the impact of the generic 
issue, and this is what we are focusing on today, and 
not get that caught up in the local budget-making 
process. 


Mr Gunnell 


153. I was just wondering if you would give the 
primary care groups some specific advice about how 
to cope in the present situation, assuming that the 
prices continue in the next year to increase, and 
whether it will turn out to be as small as 0.5 per cent 
seems unlikely. 

(Mr Denham) Well, clearly as primary care groups 
and health authorities go into next year, when they 
have received the health authority allocations and 
when they get into discussion about how those are 
shared out, they will need to make judgments about 
all elements on which the unified budget is spent. It is 
important to remember that this is a unified budget 
and we have shifted away from separate budgets for 
prescribing, separate budgets for hospital services. 
The reason for creating a unified budget is to allow 
local flexibility and the best use of resources to 
produce the best system of local healthcare. Clearly 
primary care groups are going to have to take into 
account, as are health authorities, all the factors that 
will influence their budgets next year. Next year of 
course we will get the full benefits of the PPRS and 
we will only get just under half of the benefits this 
year, so that will feed into the drugs bill at a local 
level. The specific advice that is there to primary care 
groups on pharmaceuticals over and above that is 
that we welcome the decision of many to support 
prescribing advisers, pharmacy advisers, and that 
will lead to best practice. We are rolling out Prodigy 
which is the computer-based prescribing information 


52 MINUTES OF EVIDENCE TAKEN BEFORE 


4 November 1999] 


[Mir Gunnell Cont] 

IT system which again will lead to the most cost- 
effective prescribing that we can and there are other 
areas of clinical practice which will be strengthened 
through clinical governance and enabling primary 
care groups to work with the outliers, the expensive 
prescribers, the expensive referrers within the local 
primary healthcare team to make sure that they are 
adopting best practice. So there is an important 
budget-setting process for primary care groups and 
there is some very important work on clinical best 
practice and cost-effectiveness which will also help 
primary care groups to manage their budgets 
effectively. 


154. The primary care groups are themselves a new 
structure and innovation and it has been a good 
innovation which has gone well so far and it would 
be a pity if, while they were in this very young stage, 
something was to occur which was particularly 
unforeseen and that will obviously happen for some 
of them depending upon what allocation they made 
initially for their prescribing budget. 

(Mr Denham) I agree with you about the 
importance of primary care groups and they have 
been received with tremendous enthusiasm by GPs 
and other health professionals at local level. My 
impression, and I meet the primary care group 
members and leaders obviously a lot of the time, is 
that although people are clearly concerned about this 
issue and recognise that we have to work through 
this, that has not diminished the enthusiasm for the 
role of the primary care groups in gradually 
reorientating services locally, of improving the links 
between health and social services, the integration 
between hospital care and community care. The 
enthusiasm for doing that is undimmed. It would 
always take more than one year to get primary care 
groups fully functioning and I am sure we will 
continue to see them grow in confidence and 
influence next year. 

(Lord Hunt of Kings Heath) 1 wonder if I could just 
add to that because when I appeared in my previous 
role before this Committee, I consistently argued for 
more delegation down to local level because I think 
that the more responsibility you place at the health 
authority and then primary group level, the more 
likely you are to get sensible decisions about 
resources and expenditure. Now, clearly in general 
with the amount of money that we are putting into 
the Health Service, this is happening at a very good 
time of real growth. What I think we also have to say 
to PCGs and health authorities is, “You are grown- 
up people. You do have to make priorities and you 
do have to make choices, but we are giving you much 
more capacity to make those choices”, and I think 
that from what I have seen in my short time in this 
job, we do have people now in PCGs with the 
capacity to handle that kind of challenge. 


Dr Brand 


155. I am not sure I can let Lord Hunt get away 
with “real growth”. That may be for the NHS as a 
whole, but many parts of the country have not seen 
the remarkable growth that other parts have. I am 
not against re-distribution, but it does put an 
enormous pressure on those PCGs that already are 
charged with having to find real savings on their 
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budget. I know that 0.5 per cent of the total budget 
may not sound a lot but it translates to between 1.5 
and 3 per cent of your prescribing budget. The 
enthusiasm that people have for developing new 
services and freeing up resources out of prescribing 
was one of the main motivaters both for fundholding 
and multi-funds and now PCGs. I am very concerned 
that the Minister of State is relying on a possible 
benefit from the PPRS negotiations to offset the 
measured cost of the generic fiasco that we are seeing 
at the moment. If we are not finding that the PPRS 
renegotiated prices are delivering the sort of savings 
in the drugs budget that Mr Denham is anticipating 
will the Government look again at reviewing the 
closed prescribing budget that has really made this 
problem even worse? 

(Mr Denham) Firstly, there is not a closed 
prescribing budget. It is very important to 
understand— 


156. Lam sorry, Mr Chairman, I will rephrase that. 
For the first time we have a closed total local budget 
which never existed before because in the unlikely 
event that unforeseen things happen, like the market 
failed the NHS then that would have been picked up 
centrally rather than locally. 

(Mr Denham) I think it is very unlikely, Chairman, 
that we will see a shift away from the unified budget 
at local level that we have created. It is a part of the 
modernisation of the National Health Service. I am 
absolutely convinced that the closer alignment of 
finances and financial responsibility with clinical 
decision-making and local priority setting is the right 
way to go to get the best use of resources in the 
National Health Service and to make sure that we 
have got services tailored to patient need. I do not 
believe that we are likely to move away from that 
which is a fundamental change in the way that things 
have been delivered. 


Mr Austin 


157. I accept the unified budget issue, but of course 
in budget setting the health authority will be looking 
at all of the components that make up that unified 
budget and you have referred to the use of reasonable 
judgment. Clearly budget setting for prescribing this 
year for the next year is going to be difficult because 
of the late availability or non-availability of up-to- 
date data. Will you be making any particular 
allowances for that eventuality? 

(Mr Denham) We will work very hard to make sure 
that we have the most up-to-date information and 
the most accurate forward projections available to 
primary care groups for use in their budget setting 
process. I cannot promise that we will be back to the 
speed of turnaround that PPA have traditionally 
managed, but we are working very hard to make sure 
that people have a budget analysis and a forward 
projection based on a long period of time and a clear 
understanding of the likely trends and that will be the 
information that they want. I would also say that 
next year the evolution of primary care groups means 
that whereas this year they have controlled in the 
region of £11 billion through the devolved budget, 
next year it will nearer £20 billion. Obviously primary 
care groups within that will be working with their 
hospitals and the other services to make sure the 
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services can be delivered, but that transfer of 
responsibility in the unified budget which includes 
the costs of prescribing is a significant one and one 
which primary care groups should make effective use 
of when they come to setting their priorities for 
next year. 


158. The actual use of generic prescribing is a key 
component of the Department of Health’s strategy. 
We were told in evidence that the average generic 
prescribing rate in 1988 was 63 per cent of all 
prescriptions were prescribing and you have set a 
target of 72 per cent. What impact do you think 
current developments will have on the Government’s 
targets and the strategy of the Government to 
increase generic prescribing? 

(Mr Denham) By and large nothing that we have 
seen so far undermines the fundamental issue which 
is that generic prescribing is almost always the cost- 
effective alternative to the branded drugs and we 
have not seen a shift as a result of what is going on 
towards branded drugs that seems to me to be saying 
we need to be varying or altering that target. I think 
we will be continuing to send out the message to the 
Health Service and to doctors that prescribing 
generics where they are appropriate is the nght and 
best thing to do. 


159. Do you think the market will allow you to 
achieve those targets? 

(Mr Denham) Perhaps Philip could say a bit more. 
The other thing that we have not covered in detail is 
the more fundamental review we are setting in train 
which is partly aimed at addressing that. 

(Lord Hunt of Kings Heath) 1 am absolutely 
convinced that the move to generics over a 
considerable period of years now has brought great 
benefit to the NHS and in our discussions today 
naturally we have focused on very disturbing events 
that have occurred in the last few months, but if you 
were to look back over the whole process of the 
development of generics and the way the market has 
operated to keep prices down you will see that clearly 
that has brought great benefits. I believe that we 
should continue to wish to see a general move 
towards more use of generics. As a part of the process 
of the fundamental review that we are now 
commissioning part of the terms of reference of that 
review will be to look generally at how you can 
establish a healthy generics industry. One of the 
points that I think I have taken from the witnesses in 
your earlier evidence session is that alongside having 
a set of arrangements which work in favour of the 
NHS it is also important to have an industry that is 
able to supply what we want in a reliable, open, 
transparent way. So the review that we are 
commissioning at the moment will be very much 
involved and concerned about that just as it will be 
concerned about the nature of any market that we 
would wish to have in the future. 


Chairman 


160. Could I just end with a question aimed at 
trying to tease out where you see this review leading 
and obviously the OFT involvement is crucial here. 
What has been interesting today is we have not quite 
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had the industry asking for nationalisation, although 
they have certainly asked for a framework. As my 
colleague Audrey Wise said, they have asked for 
some form of planning. We have a Government that 
appears to be still wedded to the market in some 
respects. When are we going to meet in the middle? I 
am tempted to use the term “third way” but perhaps 
that is inappropriate. I am still trying to work out 
what it is. What are your thoughts on where we 
actually may meet in terms of some consensus 
around the way forward because I am not quite clear 
from the two angles that I have been party to this 
morning where the third way is on this? Or is it too 
soon to establish that? 

(Mr Denham) From my point of view, Chairman, 
we know that the market did work for a long time 
effectively. It is not working effectively at the 
moment. We need to understand exactly why that is 
the case. There have been a number of themes 
running through this morning’s discussions and our 
own evidence, worries about the distribution chain 
which is involved, but we need to make sure we 
understand that effectively. Equally, we need to 
understand what the effect would be of using the 
various different tools which are to hand which we 
could potentially use to change the way in which the 
market is structured or the generics are supplied. We 
have, as I said earlier, powers in the Health Bill over 
controls on the price of medicines. We could clearly 
change the sourcing and purchasing arrangements or 
we could change the reimbursement system. I would 
not want to rule any of those out at this stage, nor do 
I think we are in a position to say that any of them is 
the preferred candidate because we do not have the 
detailed knowledge that we want the fundamental 
review to provide, but I sense that the Committee, 
like us, is concerned to ensure that the NHS is not 
ripped off by any changes that are taking place in the 
marketplace. I can assure you we feel that just as 
strongly as you do. 

(Lord Hunt of Kings Heath) I would just inform the 
Committee that we are in discussions with Dr Dieter 
Helm of the Oxford Economic Research 
Association. He is a very experienced person who has 
very great knowledge of regulation in other sectors. 
In essence we have asked him to produce a scoping 
paper on the nature of the review to be undertaken. 
That will be with us, we hope, by January. That 
would then lead on to more considered work. We will 
then be able to develop the work in a number of ways 
when we have seen the scoping paper. Clearly we 
would look to the industry to be putting forward 
their suggestions. We would welcome that and we 
would welcome the opportunity for them to talk to 
Dr Dieter and his team. I think at the end of the day, 
as John Denham said, we do not want to be ripped 
off, but what we want is a market that provides 
stability and certainty in the future. 

Chairman: Gentlemen, can I thank you for your 
helpful evidence this morning. We are most grateful 
to you. Thank you very much. 
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APPENDIX 1 
Supplementary memorandum by the Department of Health (GD 1A) 


INTRODUCTION 


The Department welcomes the opportunity to provide an updated report to aid the Committee’s deliberations. 
Information on the current position and our activities since the Committee’s hearing on 4 November is set out 
below. 


CURRENT POSITION 


Prices and Supply 


Analysis of December prices show that whilst prices continue to rise, the rate of rise is not running at the 
high level of earlier months. 


Months (1999) Price Index 
April to May 3.0% 
May to June 5.2% 
June to July 4.5% 
July to August 6.5% 
August to September 1.6% 
September to October 3.7% 
October to November 1.6% 


November to December 2.7% 


The price index is based on the price movement of the top 100 drugs in terms of Net Ingredient Cost and 
is weighted according to quantities dispensed in 1998. 


However for the December Drug Tariff which has now gone to press the number of items in Category D 
has dropped by 11 per cent, partly as a result of changes to the entry and exit criteria recently agreed with 
PSNC (see below) but also due to apparent recovery of the stock position for a number of drugs. 


ACTION 


Category D 


On 12 November PSNC agreed two changes to the entry and exit criteria for category D: reduction of the 
stockholding period of two weeks and to allow stockholding of certain additional pack sizes to be taken into 
account. We are looking at further proposals, for example to expand the list of suppliers whose stocks are 
checked. 


PPA 


We have further reviewed with the PPA options to enable PPA as rapidly as possible to: 
— return to month-in-month processing; 
— deal with the backlog of prescriptions; 
— resume timely supply of prescribing and budgetary data to HAs and PCGs. 


Work is now being done on the feasibility of further revising data entry systems, change to shift-patterns 
and training of new staff. 


Communications with NHS 


Arrangements have been made to provide NHS Executive Regional Offices, Health Authorities and 
Primary Care Groups with regular reports about the position and robust information about forecast outturn 
for this financial year and advice on budget setting for next year. 
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Communications with manufacturers, wholesalers and pharmacists 


We shall be continuing to meet manufacturers, wholesalers and the PSNC to assess the situation and to 
see what further steps can be taken. 


Fundamental review 


As announced at the Committee’s hearing, Ministers have commissioned a fundamental review of the 
supply of medicines to the NHS, with particular reference to the arrangements for generics. Its terms of 
reference are: 


— Tocarry out and report on a “high level” analysis of the generics industry and the supply chain 
structure; 


— To identify and analyse the key incentives that run through the system; and 
— Tosuggest and develop options for improvement. The options will be developed in two broad ways: 


(i) a remedial approach—asking whether adjustments to existing arrangements could be made, 
which would better deliver the Government’s objectives. 


(ii) a radical approach—asking how we might do things differently. 


Timescales will depend at least partly on what the review team find and the complexity of any options they 
recommend. However we expect to have received their recommendations by the summer of 2000. 


A further note on the review is annexed. 


Annex 
DISTRIBUTION AND SUPPLY OF MEDICINES TO THE NHS 


FUNDAMENTAL REVIEW 


1. The Department’s current objectives for the system of distributing medicines to the NHS are that it 
should: 


— maintain, and improve, the current quality of service to patients both in hospital and in the 
community, in particular maintaining a secure and reliable service that meets clinical need; 


— minimise the costs of the distribution networks, subject to service level and quality requirements; 


— reimburse community pharmacies as closely as possible to what they actually pay for the medicines 
they dispense under the NHS; 


— have transparent prices; 
— support a competitive pharmaceutical market; and 
— _ secure value for money for the NHS. 


2. In the light of the difficulties currently experienced in the generics sector, the Department has invited 
Oxford Economic Research Associates (OXERA) to conduct a fundamental review of the operation of this 
sector, taking into account—and if necessary also subjecting to the review—the totality of medicines supply 
and distribution arrangements. The PPRS agreement recently conducted with the pharmaceutical industry 
would be excluded from this wider review. 


3. The review will: 


— carry out and report on a “high level” analysis of the generic manufacturing and supply industry, 
and the wider pattern of relationships for wholesaling and retail of medicines for the NHS. This 
will cover: 


(i) a detailed investigation of ownership links; 
(ii) an analysis of operational characteristics at all levels of distribution and supply; 


(iii) an analysis of how the NHS reimbursement arrangements, and distribution margins, affect 
participants’ behaviour; 


(iv) an understanding of the incentives that exist at each stage in the distribution chain; 
(v) aconsideration of how these are changing through time. 
— conduct a competition analysis, covering: 


(i) market boundaries (in particular the interactions between branded and generic markets on either 
the demand or supply side); 


(ii) market shares and concentration ratios; 
(ii) entry barriers. 
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—  beintended to support policy analysis and decisions to be taken by the Department of Health about 
possible reforms to these arrangements. Broadly two perspectives will be taken to this stage of 
the review: 


(i) a remedial approach, asking whether adjustments to existing arrangements could be made, 
which would better deliver the Government’s objectives; 


(ii) a radical approach, asking how we might do things differently. 


4. The OXERA consultants will work closely with the Department throughout the exercise; and the OFT 
will be kept in touch with developments. The overall programme of work will be timed to reach conclusions 
by the summer of 2000. 


5. A factual report of the work will be published when the Department has reached conclusions as to the 
development of policy, on which basis it will consult. 


November 1999 


PATIENT PACK INITIATIVE 


INTRODUCTION 


When giving evidence, John Denham said that the current spate of shortages and price rises has been triggered 
by anumber of factors and that whilst the shift to patient packs by many generic manufacturers during this year 
has probably been a contributory factor it is certainly not the only one or the most significant. Indeed, our 
analyses show that substantial price rises for large (bulk ) packs have been occurring throughout the year. Neither 
do we accept that the decision not to have a centralised approach to this change has been a cause of price rises. 


Nonetheless, we offered to provide further details of the history of government involvement with the move by 
the pharmceutical industry into patient packs. This note sets out those details. 


It has been true for a long time in the UK that some medicines are manufactured in bulk packs, designed 
to be repackaged in the pharmacy to the exact quantity, and some in manufacturers’ “original” or “patient” 
packs, designed to be supplied to patients without further repacking. The long-term trend has been towards 
greater use of patient packs. 


2. Government intervention in this process is probably best traced back to 1985, when its Standing 
Medical, Pharmaceutical and Nursing and Midwifery Advisory Committees set up a joint sub-group to 
consider the question of “original pack depensing” (ie dispensing in unbroken manufacturers’ packs). 


3. Following this, in November 1988 the Government of the day issued a consultation letter suggesting a 
voluntary code of practice on original pack dispensing. While stating explicitly that “It should be for the 
industry to decide whether and when to pack their products [in original packs)’, the code of practice envisaged 
that doctors would prescribe mainly in original pack quanitities, that manufacturers would agree to produce 
medicines in standard pack sizes, and that pharmacists dispensing original packs would be expected to round 
prescription quantities where necessary in order to be able to dispense the pack unopened. 


4. The code of practice idea did not seem to have progressed very far. On 22 February 1991, the then 
Minister for Health, Virginia Bottomley answered a written Parliamentary Question from Sir Neil 
Macfarlane MP asking whether the Government intended to implement proposals for pharmicists to dispense 
exclusively from complete original packs. In reply she said: 


5. “A formal consultation exercise is needed for changes to orders under the Medicines Act 1968, section 
129(6). Consultations following the report of the Sub-Committee appointed by the Standing Medical, 
Nursing and Midwifery, and Pharmaceutical Advisory Committees to consider original pack dispensing 
suggest that agreement on such changes would be difficult to achieve. We intend to institute a new round of 
consultation with the medical and pharmaceutical industry shortly.” [Col 304]. 


6. On 13 July the following year, her successor Dr Brian Mawhinney, responded to a question from Alan 
Meale MP asking when the Government would publish a consultation paper on the introduction of original 
pack dispensing by saying that “We are considering the options and will make an announcement in due 
course.” [Col 518]. 


7. By that time, EC Directive 92/27 on the Labelling of Medicines and Patient Information Leaflets was 
on the agenda, and many people began to view the use of patient packs in place of bulk supplies as the best 
way to meet its requirements about the information to be supplied alongside patients’ medication. 


8. From 1992 to 1994 there were various discussions between Department of Health officials and both 
Association of the British Pharmaceutical Industry (APBI) and British Generic Manufacturers Association 
(BGMA) on the possibility of introducing original pack dispensing. In parallel, the ABPI started discussions 
with medical and pharmacy bodies over a draft set of “Principles for the Introduction of Patient Packs”. 


9. On 20 September of 1994 that year the Minister of State for Health, Gerald Malone met representatives 
of ABPI, BMGA, the General Medical Services Committee (GMSC) of the British Medical Association, The 
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Royal Pharmaceutical Society of Great Britain (RPSGB), and the Pharmaceutical Services Negotiating 
Committee (PSNC), to dicuss proposals for a regulated move to patient packs. He subsequently wrote to 
them, saying that he was determined to press ahead now to achieve a sensible outcome, subject to satisfactory 
resolution of the outstanding questions on phasing and cost. 


10. There followed further discussions until, in three stages between April and June 1995, the details of 
what had become known as the Patient Pack Initiatives were made public. 


11. In summary, it had been agreed that there would be a transition programme during which 
manufacturers would withdraw bulk supplies and replace them with patient packs. This would be linked to 
a rolling programme under which the Medicines Control Agency would approve manufacturers’ labelling 
and Patient Information Leaflets as now required by EC Directive 92/27. The programme was to be in 12 
phases from December 1995 to the end of 1998, the phases determined broadly by therapeutic classes of 
medicines (so allowing manufacturers of competing medicines to make the change from bulk to patient packs 
simultaneously.) There would be changes to NHS terms of service for pharmacies to ensure, once the relevant 
phase had begun, that they stocked and dispensed only patient packs. 


12. In the event, while the Medicines Control Agency began to approve lables and leaflets to the agreed 
timetable, other aspects of the Intiative were delayed. It is clear to us from subsequent discussions that high 
levels of co-operation among all those involved in the manufacture, prescribing and dispensing of medicines 
were required to bring the patient pack changes into effect. In the event all parties had “sticking points” and 
these could not be reconciled unless the Government was to agree to bear all residual risks. In September 
1996, Gerald Malone, in a letter to Dr Peter Read, Chairman of the ABPI, reaffirmed the Government’s 
support in principle for the objective of the Initiative and further attempts were made to clear a way through 
the detail. At that stage he was suggesting that implementation might begin in February or March 1997. 


13. By March 1997 implementation had still not begun, although Mr Malone did then confirm his 
unequivocal support for an incremental move to supply medicines in patient packs. The Medicines Control 
Agency also began consulting on changes to secondary legislation under the Medicine Act (without which 
pharmacists would not have been able to round prescriptions). Despite these public moves, it was 
acknowledged by all the parties that significant and interacting outstanding difficulties needed to be dealt 
with. 


14. When the current administration took office, it became clear to us that these “details” were of a 
fundamental nature. The rules by which pharmacists would be expected to “round” the doctor’s prescriptions 
to the nearest available patient pack had not been finalised (but were already complex). There was an 
outstanding claim (which they later costed at nearly £10 million) from PSNC for compensation for residual 
unusable stock. There were in place no firm arrangements for keeping the industry to its assertions that 
increases in the unit cost of medicines brought about by move to patient packs would be kept within the level 
of savings that the NHS would make by being able to reduce the amount paid to pharmacies to reimburse 
their own container costs. No agreement had been reached with PSNC on how the reduced container costs 
would be reflected in payments to pharmacies during the transitional period. 


15. It did not seem to us that the Patient Pack Initiative we inherited was in an adequate shape to be 
implemented. Not only did significant practical issues remain unresolved, after several years of trying to get 
agreement on them, but we believed that the Initiative, contrary to what had been believed at earlier stages 
in the process, would be likely to require significant additional public spending. 


16. We quickly drew our doubts to the attention of the pharmaceutical industry. In October 1997, Alan 
Milburn met the parties to the Initiative and expressed his reservations about its costs and feasibility. On 
6 November, the Head of the Department of Health’s International and Industry Division, Jack Barnes, 
wrote confirming that Mr Milburn’s assessment of the Initiative remained the same, and that “He is, 
therefore, now considering alternative means of implementing the Directive.” 


17. On 14 May 1998, Minister of State, Baroness Jay of Paddington, speaking in the House of Lords, said 
“We do not support the details of the complex and costly plans developed by the previous administration, 
which have become known as the patient pack initiative.” (Col 1256) She explained that the Government’s 
analysis was that the additional costs associated with the initiative would have required up to £60 million 
over the first three years of any scheme to be diverted from direct patient care, and some £15 million a year 
thereafter. 


18. In his oral evidence to the Committee, Jon Close, Chairman of BGMA stated that “right up until 
October 1998 there was an understanding that the industry was going to move into Patient Packs in a co- 
ordinated fashion with Government support.” We do not accept this. At no point did current Ministers signal 
any commitment to the Initiative, and we made it clear as early as October 1997 that we had serious 
reservations. 


19. Similarly, Andrew Kay, Chairman of the Generics Medicines Committee of the ABPI, stated that 
“There was a plan which could have been rolled out” and which would have avoided some of the current 
problems with generics. Again, we disagree. There was a plan, but it was not complete. Important specifics 
of its implementation were not agreed by all parties and, in our view, it was unjustifiably costly. 


20. Certainly, it seems to have been taken for granted in the development of the Patient Pack Initiative 
that, in transitional phases, patient packs should be listed in the Drug Tariff as soon as they became widely 
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available. However, bearing in mind recent events involving Category D, we have seen no evidence that any 
special measures had been devised either to ensure that wide availability of new patient packs would be 
achieved quickly, enabling a Drug Tariff listing to be made under normal procedures, or, alternatively that 
there were detailed plans in place to revise the basis of Drug Tariff listings to enable patient packs to be listed 
before they were widely available. Nor are we aware of any contingency arrangements for situations where 
manufacturers collectively were unable to deliver the patient packs they had promised but where, because of 
the obligatory nature of the programme, bulk supplies had already ceased. 


November 1999 


APPENDIX 2 


Supplementary memorandum by the British Generic Manufacturers Association (GD4A) 


There were two or three issues which came up in last Thursday’s hearing where we may be able to help the 
Committee further. My colleague, Joanne Bullen, has alerted you to the fact that we should be submitting 
this further evidence. 


1. RELATIVE COSTS OF GENERICS 


The Committee made clear that it would welcome information on the cost of the same products in different 
countries. At Annex A is a list, prepared by one of the Association’s member companies, of prices of a range 
of products in the UK, Germany and The Netherlands. 


2. PHASING OF THE INTRODUCTION OF PATIENT PACKS 


There was considerable debate about whether the current or the previous government had agreed to 
phasing the introduction of patient packs, by therapeutic category. I enclose at Annex B: 


— A letter dated 18 March 1997 from the then Minister for Health, Gerry Malone MP, to me 
confirming “the Government’s unequivocal support for an incremental move to supply medicines 
in patient packs”. 


— A table showing the proposed phased introduction. 
— Acopy of the brochure prepared to explain the moves to patient packs!. 


Following the change of government, incoming ministers questioned what they characterised as the “cost 
and complexity” of the proposed move to patient packs. There were protracted discussions between the 
Department on the one hand, and the industry and the professions on the other, during which we argued that 
the proposed change was the most cost-effective way of meeting the requirements of the EC labels and leaflets 
directive. 


This debate continued until the publication by the Medicines Control Agency of its formal consultation 
letter of 11 September 1998. MLX 247, on the implementation of the Directive. We responded on 23 October 
1998. To date, we have had no response from the MCA or the Department of Health. Manufacturers have, 
therefore, reached their own conclusions on how best to comply with the provisions of the Directive, and have 
chosen to do so by introducing patient packs. 


Because there is no agreed timetable or mechanism for this, a shift to patient packs by one manufacturer 
without provision for the reimbursement price to be included within the Drug Tariff, means that bulk supplies 
may be in short supply and move to Category D, with the implications that were discussed at the hearing, 
even though there are ample aggregate supplies of the medicine itself. 


3. ADDITIONAL BACKGROUND INFORMATION 


I am enclosing at Annex C a copy of the Association’s Chairman’s speech at our annual dinner in the 
Spring, from which he read during his evidence to the Committee on Thursday. * 


also take this opportunity to repeat the invitation which my Chairman extended to the Committee in oral 
evidence to visit one of our members’ manufacturing facilities. We should be very happy to arrange this, either 
as part of this Inquiry, or distinct from it to help further the Committee’s understanding of the generic 
industry. 


9 November 1999 


' Not printed. 
? Not printed. 
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Annex A 
PRICE COMPARISON OF GENERIC MEDICINES IN THE NETHERLANDS, GERMANY AND 
THE UK 1998 
US$ US$ US$ 

Netherlands Germany UK Pack Size 

Atenolol Tabs 25mg 2.67 4.25 0.43 ATEBETA 30 
Atenolol Tabs 50mg 3.19 qi | 0.42 ATEBETA 30 
Atenolol Tabs 100mg 5.08 12a3 0.53 ATEBETA 30 
Amoxycillin Caps 500mg 595 10.87 0.96 AMOXYCILL 20 
Captopril Tabs 12.5mg 3.20 5.49 0.98 ACE HEMMER 30 
Captopril Tabs 25mg 4.51 7.04 1.06 ACE HEMMER 30 
Captopril Tabs 50mg 7.38 BS) TS ACE HEMMER 30 
Cimetidine Tabs 400mg 7.87 15.95, 1.21 ALTRAMET 30 
Frusemide Tabs 40mg 1.33 3333 0.25 FURO 30 
Ranitidine Tabs 150mg 19.62 iM pide 13.82 AZURANIT 60 


Ranitidine Tabs 300mg 19.18 19.01 13.82 AZURANIT 30 


Annex B 


PATIENT PACKS IMPLEMENTATION 


Thank you and the other signatories for your 7 March letter with its commitment to the principle that 
information to patients on their medicines should be made available in manufacturers’ (patient) packs 
wherever possible. I share this commitment and welcome your offer to work together to achieve this change. 


I endorse the broad timescale for the full implementation of the move to patient packs and agree with the 
general wish that a formal start should be made this Spring. I have therefore asked officials to begin 
consultation immediately to pave the way for change to the Prescription Only Medicine Order. 


As your letter points out there are still important practical issues to be finally resolved—the degree and 
timing of translation required to ensure that patient information is ultimately available at the point of 
dispensing for all prescribed medicines; stock management issues in the community pharmacy; details about 
the supply of leaflets and the monitoring and progressive adjustment of the implementation programme 
through to its completion. Over the next few days officials will be writing to the appropriate organisations 
about these issues. 


My purpose in writing now is to confirm the Government’s [unequivocal] support for an incremental move 
to supply medicines in patient packs and to let you know that further discussion of detail will take place 
against that background. 


Gerald Malone 


MEETING OF THE PATIENT PACKS JOINT WORKING GROUP ON 17 JUNE 1997 


Present: 

Department of Health ABPI PSNC 

Mr J Barnes Mrs F Charlesworth Mr W Dove 
Dr P Clappison Mr J Bowler Mr S Axon 
Mr J Thompson 

Mr K Childs BGMA RPS 

Mr B Dyson : Mr R Odd 
Mr C Andrews Mr W Smith 

Miss H Robinson Cc GMSC 

Ms J MacDonald SPG Dr P Fellows 


Ms A Armstrong Dr C Virden Dr J Chisholm 
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PURPOSE OF MEETING 


1. The purpose of the meeting was to take stock of developments since the last meeting of the Group on 
30 May. 


PSNC PROGRESS REPORT 


2. Mr Dove reported that: 


—  PSNC and the Department had reached agreement on the Container Allowance arrangements which 
would be introduced with patient packs. This was confirmed in his letter to the Department of 
17 June; 


— atameeting with the Department on 12 June, much progress has been made towards resolving the 
outstanding residual stock issue. PSNC would write shortly to the Department outlining how they 
had arrived at their estimates of residual stock costs. The Department had agreed to give some 
thought to how extra storage space needs of pharmacists might be reflected in the final package; 


— PSNC had considered the 6 June draft of the new dispensing and reimbursement rules. There were 
some points of detail that required further discussion with the Department such as definition of the 
“standard pack”. To ensure that patient pack implementation remained on course for September 
1997, the final wording of the rules (and how they would be reflected in Regulations and the Drug 
Tariff) would need to be put to the 9 July meeting of the PSNC. 

Action: Department would take stock of position on dispensing and reimbursement rules by 3 July. 
Papers sent to PSNC would also be copied to JWG members. 


MATCHING PRESCRIBING AND PACK SIZES 


3. The current pack size exercise (paragraph 8 of the note of 30 May meeting) had now been completed. 
A proportion of products were to be referred to Dr Clappison’s group for a further professional view. Copies 
of products, with pack size guidelines (including those referred for a second opinion) would be sent to GMSC, 
PSNC and copied to industry at the same time. 


INFORMATION AND EDUCATION PROGRAMME 


4. Mrs Charlesworth had received comments on the revised draft of the CASE document from some but 
not all members of the Patient Packs Education Campaign Sub-group (of the JWG). The Department’s 
publicity unit had advised that DH would be able to handle a distribution of information to NHS 
professionals. A representative from the unit would be at the next meeting of the Education Sub-group on 
4 July (2.30 at the ABPI). 


5. ABPI had kept GP and pharmacy computer software organisations and wholesalers informed about 
developments on patient packs. It would be important to ensure that these received information on the 
phasing timetable as soon as this was finalised. 


PPA 


6. The Department’s dialogue with PPA was continuing a very detailed level in order effectively to 
translate the reimbursement rules into a workable system for the PPA to operate. Members would be kept 
informed of progress. 


PHASED PROGRAMME 


7. MCA had still to resolve some outstanding issues on the revised programme. In the meantime copies 
of the current proposals (not the final version) would be sent to JWG members (attached). 


SPARE LABELS AND LEAFLETS 

8. On 21 May Mr Barnes had written to Dr Read, of the ABPI, explaining that although no immediate 
legal requirement would be placed on companies to supply spare leaflets and labels, it was essential that 
pharmacists, required to break packs, had access to labels and leaflets for patients. Copies of Mr Barnes’ letter 
and Dr Read’s response of 9 June had been circulated to JWG members. GMSC thought that pack breaking 
was more likely with particular products, such as Antibiotics. Mr Bowler said that the ABPI fully recognised 


the potential problem for pharmacists. He would take the matter away in order to develop a recommendation 
to be put to a future meeting of the Working Group. 


UK CounrtrRIES 


THE HEALTH COMMITTEE 


61 


9. All agreed it was most important for all UK countries to synchronise implementation of patient packs. 
The Department would check with Scottish and Welsh Offices for a progress report on this. 


MONITORED DOSAGE SYSTEMS 


10. It was still unclear how patient packs would impact on MDS. The Department would take the matter 
away and report back at a future meeting of the JWG. 


NExT MEETING 


* 


11. The next meeting of the Group would be on Thursday 10 July at 2.00 pm in room 149 Richmond 


House. 


DH International and Industry Division 


June 1997 
Date of 
introduction 
of packs MARCH JUNE SEPTEMBER DECEMBER 
1997 Phase A Phase B 
Antivirals Peptic ulcer 
Cholesterol Cardiac therapy 
reducers (some) 
Systemic Antihaemorrhoidals 
corticosteroids Antieoplastic and 
Sex hormones and immunosupressant, 
other excluding 
gynaecologicals endocrine therapy 
Vaccines 
Dermatologicals 
1998 Phase C Phase D Phase E Phase F-F1 
Antimigraine Paracetamol- Antacids and anti- Anti-diabetic 
Antispasmodics containing flatulent therapy 
Antidepressants products Musculoskeletal Antihypertensives 
Antiasthma Aspirin- system Beta-blockers 
Antidiarrhoeals containing Gynaecological Diuretics 
and intestinal anti- products and anti-infectives Peripheral 
infective and other vasodilators 
Antihistamines urologicals 
Anxiolytics 
Hypnotics 
1999 Phase F-F2 Phase F-F3 
Psycholeptics and General systemic 
psychostimulants anti-infectives 
Systemic All other 
hormones gastrointestinal 
All other CNS tract 
Endocrine therapy Mouth 
Cough and colds preparations 
Nasal preparations Sensory organs 
and nasal Laxatives 
decongestants throat 
preparations 
Blood and blood- 


forming organs 
Various (not 
falling into other 
categories) 
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APPENDIX 3 


Letter from the Chairman of Pharmaceutical Services Negotiating Committee to the Clerk of the Committee 
(GD 8A) 


At the evidence session on 4 November 1999, the Chairman of the Select Committee invited the witnesses 
present to put forward additional or supplementary written evidence should they feel it to be appropriate. 


The purpose of my writing again to the Select Committee is to comment upon the verbal evidence given 
by the Minister of State, Mr. John Denham MP. Clearly I have not had the benefit of seeing a transcript of 
proceedings. Nevertheless, there were two issues raised by the Minister to which I must respond, namely the 
alleged failure of the PSNC to respond to proposals from the Department of Health with regard to Category 
D items and the failure of all parties to agree to appropriate transitional arrangements for the implementation 
of patient packs in an orderly manner. 


Having now had the oppertunity to study the memorandum prepared for the Select Committee by the 
Department of Health I am reassured by the absence of any mention of those two aspects within the 
memorandum and I am glad to confirm that the PSNC is broadly in agreement with everything contained in 
that memorandum. 


CATEGORY D—PROPOSALS FROM THE DEPARTMENT OF HEALTH 


It would be wrong for the Committee to assume, from comments made at the session on 4 November, that 
PSNC has failed to respond to the Department’s proposals regarding Category D. For sometime, PSNC and 
the Department of Health have been discussing how the difficulties that have arisen might be eased by a 
change to the Category D arrangements. Both the Department and the PSNC agree that the arrangements 
must be fair to Government and to pharmacists and ensure continuing supply of medicines to patients. The 
discussions have hinged around the definition of what constitutes a shortage of medicines. Following 
correspondence and several meetings, the Department wrote to the PSNC with its definitive proposals for 
change on 22 October and requested a response by 28 October. PSNC officers replied on 3 November 
confirming that the Department’s proposals would be put to the next meeting of the PSNC scheduled for 10 
November and, in the meantime, requested clarification on several issues. We anticipate reaching agreement 
with the Department on its interim proposals for amending Category D very shortly. 


PATIENT PACKS 


When addressing the subject of patient packs I was surprised that the Minister said that the discussions 
which had taken place between the Department and the other parties did not centre on the transitional 
arrangements and how the market would react. 


I attended all of the meetings during the last phase of the discussions and confirm that, whilst the 
discussions did not finalise every detail of the transfer to patient packs, broad agreement was reached by all 
parties on most of the issues. In particular, all parties accepted that there would be an ordered phasing out 
of bulk supplies according to an agreed timetable. Indeed, details of the transitional process was not only 
agreed but was committed to print in the form of an agreed press release which was issued to the profession 
and was to be backed up by a publicity campaign. The reason for the discontinuation of the discussions was 
the view of Ministers that the cost (estimated at £20 million) would be too high a price to pay for the 
introduction of patient packs. As a result of this any movement towards patient packs has been left to the 
market place with the result that both bulk medicines and patient packs may be available for any product. 
Had the phasing proposals which had been agreed been implemented bulk supplies would have been phased 
out and the current diffculties, in all probability, been avoided. 


I hope the Committee finds this useful. If I can be of any further assistance, please do not hesitate to 
contact me. 


8 November 1999 


APPENDIX 4 
Letter from the Chief Executive Prescription Pricing Authority to the Clerk of the Committee (GD 9B) 


AVAILABILITY OF GENERIC DRUGS TO THE NHS 


I take this opportunity to supply the Committee with the information requested in questions 27 and 28. 
The attached schedule shows the proprietary products and their generic equivalents listed in the November 
1999 manufacturer catalogues and the ABPI Data Sheet Compendium for the basket manufacturers. 


12 November 1999 
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SUBJECT: AVAILABILITY OF GENERIC DRUGS TO THE NHS 


This additional information is supplied in response to the request by the Health Select Committee on 
Thursday 4 November 1999. This submission does not include details of commercial relationships between 
generic and proprietary manufacturers as the PPA does not hold this information. 


There are three manufacturers, APS, Cox and Norton, included in the “basket suppliers” used to calculate 
the drug tariff reimbursement prices of generic medicines. 


All three companies predominantly manufacture generic products. 


1. MANUFACTURER CATALOGUES 


The following proprietary products were listed in the November 1999 catalogues. 


APS 


Proprietary Generic 

Ketovail 100 mg Caps Ketoprofen 100 mg C/R 
Ketovail 200 mg Caps Ketoprofen 200 mg C/R 
Lithonate 400 mg Tabs _ Lithium Carbonate 400 mg C/R 


COX 

Proprietary Generic 
Aspav Tabs Aspirin and Papaveretum 
Flamatack 75 mg Diclofenac 75 mg MR Tabs 
Flamatack 75 mg Diclofenec 75 mg MR Tabs 
Flamatack 100 mg Diclofenac 100 mg MR Tabs 
Pardelprin 75 mg Caps Indomethacin 75 mg SR 
Jomethid 200 mg Ketoprofen 200 mg MR 

NORTON 
Proprietary Generic 


Norphyllin 100mg Tab Aminophylline 100mg 
Norphyllin 100mg Tab Aminophylline 225mg SR 
Norphyllin 350mg S/R Tab Aminophylline 350mg SR 


Tensopril 12.5mg Tab Captopril 12.5mg Tab 
Tensopril 25mg Tab Captopril 25mg Tab 
Tensopril 50mg Tab Captopril 50mg Tab 
Epimaz 100mg Tab Carbamazepine 100mg Tab 
Epimaz 100mg Tab Carbamazepine 100mg Tab 
Epimaz 200mg Tab Carbamazepine 200mg Tab 
Epimaz 200mg Tab Carbamazepine 200mg Tab 
Epimaz 400mg Tab Carbamazepine 400mg Tab 


Calcicard 90mg CR Tab Diltiazem Tab 90mg CR 
Calcicard 120mg CR Tab _— Diltiazem Tab 120mg CR 
Cardilate 10mg MR Tab Nifedipine Tab 10mg MR 
Cardilate 20mg MR Tab Nifedipine Tab 20mg MR 
Cordilox MR 240 Verapamil Tab 240mg MR 


2. ABPI DATA SHEET COMPENDIUM 


The ABPI Compendium of Data Sheets 1999-2000 lists the following proprietary products. Baker 
Norton is a division of Norton Healthcare. 


APS 


Proprietary Generic 
Apstil Stilboestrol Tablets BP 
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COX 
Proprietary Generic 
Cobadex Hydrocortisone 1% and 
Dimethicone 20% 
Kloref Potassium combination product 
Kloref—S Potassium combination product 
BAKER NORTON 
Proprietary Generic 
Amil-Co Amiloride Hydrochloride BP Smg and 
Hydrochlorothiazide BP 50mg 
Beclazone 50 Inhaler 50 microgram Beclomethasone Dipropionate 
Beclazone 100 Inhaler 100 microgram Beclomethasone Dipropionate 
Beclazone 200 Inhaler 200 microgram Beclomethasone Dipropionate 
Beclazone 250 Inhaler 250 microgram Beclomethasone Dipropionate 
Cardilate MR 20mg Tab Nifedipine 20mg 
Cordilox IV 5mg Verapamil Hydrochloride S5mg 
Cordilox Tabs 40mg Verapamil Hydrochloride 40mg 
Cordilox Tabs 80mg Verapamil Hydrochloride 80mg 


Cordilox Tabs 160mg 

Cromogen Smg Inhaler 

Cromogen S5mg Easi-Breathe Inhaler 
Cromogen Steri-Neb 

Hay-Crom Aqueous Eye Drops 
Ipratropium Steri-Neb 250mg & 500mg vial 
Nasobec Aqueous Spray 

Peptac Liquid S5ml Susp. 


Salamol Steri-Neb 2.5mg and Smg 


Saline Steri-Neb Amps 
Serenace Tabs 1.5mg 
Serenace Tabs 5mg 
Serenace Tabs 10mg 
Serenace Tabs 20mg 
Serenace Liquid 
Serenace Capsules 
Triam-Co Tabs 


3. MARKETING AUTHORISATIONS 


Verapamil Hydrochloride 160mg 

Sodium cromoglycate 5mg 

Sodium cromoglycate Smg 

Sodium cromoglycate 20mg 

Sodium cromoglycate 2% 

Ipratropium bromide 0.025% 

Beclomethasone Dipropionate 50 micrograms 

Sodium Alginate BP 250mg, Sodium Bicarbonate 250 BP 
133.5mg 

Salbutamol Sulphate BP 2.5mg 

Salbutamol Sulphate BP S5mg 

Sodium Chloride 0.9% w/v 

Haloperiodol BP 1.5mg 

Haloperidol BP Smg 

Haloperidol BP 10mg 

Haloperidol BP 20mg 

Haloperidol BP 10mg/ml 

Haloperidol BP 0.5mg 

Triamterene BP 50mg and Hydrochlorothiazide BP 25mg 


The Marketing Authorisations for the three companies are appended. These list all products for which the 
company has received Marketing Authorisation. The companies do not necessarily manufacture all of the 
products. The APS list included sister companies of Berk and TEVA. 


APPENDIX 5 


Memorandum by Dr G Wilcox (GD 5) 


Submitted by Dr Gregory G E Wilcox, full-time Principal Partner in General Practice, 164 Harold Road, 
Hastings, East Sussex. Chairman of Hastings & St Leonards PCG since November 1998. Vice Chairman of 
the National Association of Primary Care, a representative body for Primary Care Groups, and other parties 


related to Primary Care, since April 1999. 


My understanding of the shortage of generic drugs is secondary to three possible causes. 


Firstly there has been a move secondary to legislation to prescribing drugs by patient packs whereby the 
medications which were originally available in bulk quantities of, for instance, 500 or 1000’s are now being 
packaged in smaller quantities, for instance 28 or 30 day monthly supplies, or alternatively shorter courses 


still for certain preparations. 


Secondly, the loss of a significant manufacturer of generic drugs has had an impact on the market. 


Thirdly, there is speculation that stock-piling of drugs is taking place following subsequent rises in generic 


drug prices. 
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Prescribing issues created by generic shortage: 


— Where drugs have become temporarily unavailable they are moved to Category D prescription list 
in which generic prescriptions may be substituted by a Pharmacist with a Branded product, usually 
but not always, at increased cost. The Pharmacist then receives reimbursement at the rate of the 
Branded product. This cost is passed on to the original prescriber. The number of drugs on the 
Category D list has risen dramatically in the past few months and now includes many regularly 
prescribed items. 


The number and range on the Category D list changes regularly from month to month causing confusion 
and instability for patients who are likely to receive their regular prescriptions in a different package and often 
in a different pill shape, colour or form, from month to month. This creates uncertainty, anxiety and a loss 
of confidence in the medicine being re-prescribed. It also increases the chance of the patient requiring further 
consultations in Primary Care in order to seek advice or reassurance. 


Investigation of prescribing habits by General Practitioners in my PCG indicate that there has been no 
significant change in prescribing behaviour and that the recent crisis does not appear to be part of an 
underlying trend of increased prescribing costs or behaviour. This limits the opportunity to amend 
prescribing to offset increases in cost. 


The significant price rises in some generic drugs, for instance Cimetidine tablets 400 mgs at a pack size of 
60 was less than £2.00 at the beginning of 1999 and is now over £19.00, has created the need for substantial 
re-appraisal of individual Practitioners most cost-effective options for treating patients. This needs to be done 
in a systematic way and takes time, certainly when considering changing treatments to more cost-effective 
therapies. Whilst prices are very volatile, this process is almost impossible to achieve. 


Cost implications of the rise in generic prices as the shortages of supply are as follows: 


— Individual GP prescribing budgets are consistently heading for an overspend in excess of original 
forecasts. This process has been noted within every single Practice of 25 Practices in my PCG and 
similarly in all six PCGs in my Health Authority area. This overspend is creating significant and 
currently unmanageable pressures on the total budget for health care. East Sussex, Brighton and 
Hove Health Authority has currently placed a moratorium on all health spending within the area, 
until the problem of its total deficit is resolved. The financial deficit related to prescribing at 
approximately £1.5 million, forms the major proportion of the current overspend. 


The prescribing overspend may be compounded by the fact that some PCGs have received less than the full 
prescribing uplift resource from Health Authorities in the hope of bringing to bear pressure on the prescribing 
budget so as to free resource for other parts of the health economy. This other money has since been 
committed and with a prescribing spend in excess even of the original intended figure, the resulting financial 
situation is very serious. 


Our situation in East Sussex is that some money for prescribing growth was required to satisfy the NHS 
nurse salary increase. Substantial overspends in prescribing have the ability to scupper any developments that 
are likely to occur within PCGs at a time when they are still very fragile organisations which have been 
promoted, perhaps beyond their capacity to deliver, as a means to better services for patients and for Primary 
Care. If their first substantial action is to bring about restrictions in services to patients or restrictions to 
Primary Care itself, since General Medical Services budgets have been suggested as a possible source of funds 
for prescribing overspends, then the still delicate process of introducing PCGs to the Health Service and 
particularly to Primary Care may be in peril. 


It is my belief that this situation could not be foreseen by Health Authorities or Primary Care Groups and 
whilst they should be encouraged to exercise their normal processes of financial self-regulation, this is an 
exceptional situation which requires an exceptional form of resolution. If the National Health Service is not 
to suffer a crisis either of loss of services or, more importantly, loss of confidence in a time of intense change, 
then I would suggest special arrangements are made to resolve this financial situation. 


October 1999 


APPENDIX 6 
Memorandum by Manchester Health Authority (GD 7) 


The financial pressure that has resulted from the shortage of generic drugs this year has major implications 
for this Authority. These are as follows: 


1. FINANCIAL PRESSURES 


After investing an additional £1 million from growth, we set a budget for 1999-2000 of £50.3 million which 
included an amount of £1.1 million for contingency against unexpected drug pressures. This has to 
accommodate for in-year trust and primary care pressures. It was generous at the outset but has now been 
far exceeded to the amount of £0.6 million by the effect of the generic drug shortage on increased drug costs 
in primary care. We may have to reduce service in order to accommodate these costs. 
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2. NATIONAL GENERIC DRUG PRESCRIBING TARGETS 


These have been included in our PCG plans and accepted by practices as part of their incentive targets for 
1999-2000. The frustration and confusion resulting from the non-availability and cost increases of generics 
has severely damaged this priority task. 


3. PRIMARY CARE GROUP DEVELOPMENT 


Establishing primary care groups with unified budgets has been a major task. We anticipated that these 
new and enthusiastic groups would have the funds to deliver planned services and balance their books. If they 
are not able to do this due to the unexpected costs from drug price rises this will present serious difficulties 
for these groups and impair the move to trust status as board members will be made aware that the service 
can be faced with unmanageable challenges. 


November 1999 


APPENDIX 7 


Memorandum by Cambridgeshire Health Authority (GD10) 
Please find attached a report to the Health Committee expressing our concerns about the shortage of supply 
and high cost of generic drugs. 


The implications for the NHS are significant. Of particular concern is the fact that overspend on GP 
prescribing expenditure arising as a result of the shortage of supply and rapid rise in prices, will have to be 
met through reductions in other budgetary expenditure, notably hospital and community services. 


AVAILABILITY OF GENERIC DRUGS TO THE NHS 
Health Committee Review on availability of generic drugs/Written evidence from five Primary Care 
Groups (PCGs) in Cambridgeshire Health Authority/1 November 1999 
This response is sent on behalf of the following organisations: 
South Cambridgeshire PCG 
Hungtingdon PCG 
Cambridge City PCG 
East Cambridgeshire PCG 
Fenland PCG 


PCGs are responsible for improving the health and health services for their local population. This includes 
the delivery of primary care services, including responsibility for managing prescribing expenditure in 
primary care; and the commissioning of hospital and community health services. 


BACKGROUND 

1.1 The prices of generic drugs have soared in the past eight months. A leading generic producer (Regent 
GM) was forced to stop production in February and this has led to shortages of some products. Other 
suppliers have struggled to meet demand and the prices have, therefore, increased. 


Table 3 
ILLUSTRATES THE INCREASES IN GENERIC DRUGS 


Table 3 1998 1999 1998 1999 % 
(based on 1 (based on I cost peritem cost per item Increase 
qtr cost) qtr cost) 
fs £ f, us 
Bendrofluazide (2.5mg) 1,743 5,666 0.28 0.58 107.14 
Cimetidine (400mg) 6,077 9,969 591 9.44 59.73 
Dihydrocodeine (30mg) 5,204 8,835 2.29 3.48 Slee 
Frusemide (400mg) 2,612 18,994 0.53 2.46 364.15 
Metronidazole (400mg) 491 §23 0.92 1.01 9.78 
Thyroxine (100mg) 1,391 17,455 0.21 2.05 876.19 
Total 17,608 61,442 10.14 19.02 87.57 


Source: Prescription Pricing Authority (PPA). 
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1.2 Supply and costs have also been affected by the new packaging (28 day blister packs) required by 
European regulations. This is predicted to cause an increase of three per cent in the PCG’s drug spend. 


1.3 The increase in the numbers of Category D items, identified by the PPA, highlights the reduced 
availability of generic items. In March 1998, 30 items were listed, in January 1999, 50 items were listed, at the 
end of September the list has grown to 190 items. 


2. IMPLICATIONS 


2.1 There are three main implications to the NHS because of these shortages: 


(a) a significant cost implication to the NHS. The shortage of generic drugs has meant that pharmacists 


are having to dispense more expensive alternatives. In some cases a branded drug will be paid for 
by the NHS at many times the list price for the generic version.This represents a massive in year cost 
pressure for PCGs to manage, with little financial flexibility available, as the vast majority of Health 
Authority resources have already been committed to “commissioning” services from NHS trusts 
with no contingency reserves held. Points to note include: 


— the NHS Confederation has established the cost pressure facing the average PCG because of 
generic problems as £250,000; 


— local PCGs in southern Cambridgeshire are reporting forecast overspending on their GP 
prescribing budgets estimated by the PPA ranging from £301,000 to £544,000 (July 1999 data); 


— the table above shows examples generic prescribing price increases in the last year. These range 
from an increase of + 10 per cent to + 876 per cent; 


— PCG GFP prescribing budgets have received their lowest increase for many years. 


(b) reductions to hospital and community services to offset the overspend on prescribing. On 1 April 


1999, prescribing expenditure became part of an integrated allocation for the provision of health 
services. An overspend on prescribing expenditure has to be offset by a corresponding reduction in 
expenditure elsewhere from within the integrated budget, the target part being hospital and 
community services. The current £2.21 million prescribing overspend across the five PCGs will have 
significant undesirable impact on our ability to maintain the existing range of services, and this is 
at a time when there are greater pressures than ever on delivering services to meet demand, and improve 
service quality. This has the potential to damage credibility of both PCGs and the Government; 


(c) lack of availability of specific medicines can result in patients not receiving the medication considered 


most appropriate by their doctor. In most cases, the doctor will prescribe an alternative drug, but 
the patient, in this case, will not be receiving the best medication for their disease. Changing the 
prescription also wastes time both for the doctor, and the patient. 


2.2 Much work has been done to encourage practice to prescribe generically, a major focus of the Audit 
Commission’s Value for Money recommendations, but this good practice is actually now costing the NHS more. 


3. RECOMMENDATION 


3.1 That the Health Committee: 


consider the implications of the shortage of supply and increase in cost of generic drugs; 
recommend actions in relation to the following: 
— some form of price regulation should be introduced; 


— the clawback of profits, by increasing the discount factor should be made permanent 
(approximately 2 per cent); 


— “user” representation, notably PCGs, should be involved in discussions with the 
pharmaceutical industry or other appropriate forums; 


— better communication from the centre advising of problems ahead. Very little hard information 
was received regarding Regent and generic production problems; 


— more timely information from the PPA regarding GP prescribing spend, information is 
frequently received between two to three months in arrears; 


— European regulations regarding packaging of drug products should be reviewed. 
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% cost increases using 70 selected generic items compared to Sept 98 prices 
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29 October 1999 


APPENDIX 8 


Letter from the Chief Pharmacist George Elliot Hospital NHS Trust to the 
Chairman of the Committee (GD 11) 


The Pharmaceutical Journal arrived over the weekend and I noticed that you were inviting evidence about 
Generic medicines. In view of the fact that the evidence has to be with you by 11 a.m. on 1 November, this 
is going to be a very brief note. If further details are needed I would be happy to help. 


I understand, empathise with and welcome your concern about the impact on the drug budgets of PCG’s 
due to increases in prices of generic medicines. I am writing to alert you to the fact that similar impact has 
been occurring in the hospital sector, and the hospital pharmacists have been alerting the various committees 
for many months. However, it seems little notice has been taken of this. It certainly has not resulted in 
adjustments of the drug budgets to the hospital sector. 


I will illustrate with just two examples. The price of Digoxin 250 micrograms tablets has increased by nearly 
500 per cent (pack of 28 now costs 42p whereas we used to buy a pack of 1,000 for £2.64). A pack of Thyroxine 
28 tablets now costs us 33p whereas we used to buy 1,000 for £1.29. This represents an 800 per cent increase. 
Both the drugs are very commonly used, one for heart failure and the other for hormone replacement. Both 
these purchases have been made in the last few months so the prices quoted are recent examples. Both drugs 
have been purchased through our well established and excellent Central Division Contracts. So, even when 
we have the “muscle” for large volume purchase we are faced with these increases. One can imagine the 
Community Pharmacies are likely to be paying even more. Whilst it is understandable that the patient packs 
inevitably increases the costs in packaging it seems to me that this opportunity is being used to increase profit 
opportunities. 


The supplier of these drugs is a generic house and has been in operation for many years—long before 
Regent was closed down by MCA. Other generic suppliers have similarly increased their prices. 1am sure you 
are also aware that some of the generic manufacturers have parent companies which actually control large 
sections of the market of branded products used by the NHS. 


A draft Health Circular Version 0.9 HSC1999/XXX landed on my desk on 19 October. It is concerning the 
Year 2000 problem and Medicine Supplies. This urges hospitals to ensure that patients do not need to see 
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their GP’s for repeat prescriptions between 20 December and 10 January. In essence the impact of this would 
be that we would have to issue patients with up to five weeks’ supply of medicines. Our normal practice is to 
give patients either seven days or 14 days supply depending on the speciality. If we are required to follow this 
circular it will have major impact on stock holding and availability. 


To date, hospital pharmacists have had a gentlemen’s understanding not to increase the stocks for Y2K. 
I know my colleagues in West Midlands have abided by this. However, I fear this circular may require us to 
re-examine our positions so as to ensure patients do not run out of their medicines. 


I would also urge you to bear in mind that hospital drug budgets are constantly under pressure from 
advances in new medicines for which funds do not generally follow. Hospital pharmacists have been 
recognised widely as making major contributions in rationalising medicines usage whilst at the same time 
ensuring best value for money for the NHS. We already have very serious difficulties in recruiting and 
retaining staff (largely due to poor salaries and conditions), the last thing we want is to divert our energies to 
what is essentially avoidable workload resulting from shortages in some very basic medicines. 


Should the NHS not have its own Manufacturer of Generics? We have proved it can be done with IV fluids 
in the past (Parkfields in Wolverhampton, until under the privatisation panacea of last government it was 
sold off). 


Please note the views expressed are my own and do not reflect our Trust’s position. 
I November 1999 


APPENDIX 9 


Letter from the Head, NHS GPs Division, British Medical Association (GD 12) 


Thank you for seeking our views on the above issue. 


In the interests of effective prescribing, as long as the general practitioner considers that the generic product 
is best for the patient, the BMA’s General Practitioners Committee supports generic prescribing. A GP must 
be able to ensure that a specific proprietary preparation will be supplied for a particular patient if necessary. 
Our comments follow: 


— The GPC is concerned about the rising prescribing costs in general practice due to the unexpected 
price increase in category D drugs. Category D lists those drugs for which there is a problem of 
availability at the lowest price. Endorsement of the manufacturer/supplier and pack size is needed. 
In the absence of such an endorsement, payment will default to the lowest price as listed. Broken 
bulk may be claimed if necessary. 


— By definition, all drugs in the category D of the drug tariff are in short supply. The category D item 
list has greatly increased. Previously, there were only a few drugs in this category, however, there 
are now approximately 190. 


— There must be adequate reassurance on the bio-availability, quality control and product liability of 
the substituted product should a GP prescribe generically. 


— Prescribing costs are expected to increase substantially over the next year. The medical profession 
needs assurance as to the availability of funding to meet these costs, and that patient services will 
not be affected in any way. 


— Transferring category A drugs to the D list causes delays with the Prescription Pricing Authority’s 
pricing and information service. This causes particular difficulties for Primary Care Groups which 
require this information in order to set their budgets. In addition, virtually all drug budgets will be 
overspent because of the supply and cost of generic drugs which will cause severe problems for 
PCGs. 


— Asa result of the continuing increase of items included in category D of the drug tariff part VIII, 
the Prescription Pricing Authority (PPA) is experiencing significant delays with its prescription 
processing operation. Essentially, the PPA now has to deal with more prescriptions manually which 
is slowing down the system, thereby delaying payments to GPs. 


— Generic drugs are often common remedies. Therefore shortages cause great difficulty for the 
medical profession. We are aware of shortage problems of quite commonly used drugs such as 
aspirin, ibuprofen, warfarin etc. 


— We understand that if there is a shortage of a generic drug listed in the drug tariff the pharmacist 
supplies the more expensive branded form. The pharmacist is able to request an increase over drug 
tariff costs, but the doctor’s budget can only be credited with the drug tariff cost. The more expensive 
cost of the branded drug can be charged against the GP’s drug budget. 


1 November 1999 
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APPENDIX 10 
Memorandum by South Peterborough NHS Primary Care Group (GD13) 


1. INTRODUCTION 


1.1 South Peterborough Primary Care Group has responsibility for prescribing by General Practitioners 
for a population of 90,000 in the South Peterborough area including Yaxley, Oundle, Wansford, Whittlesey 
and Thorney. There are 12 practices including seven dispensing practices. 


1.2 The Prescribing Manager for the Primary Care Group has been working with the General Practitioners 
and Finance colleagues to identify the reasons for the increased expenditure in the drug budget observed 
particularly in the quarter April to June 1999. 


2. IMPACT OF THE SUPPLY SHORTAGES FOR GENERICS 


2.1 Drugs which have been in short supply resulting in variable prices have been included in Category D, 
a special category which will ensure that they are priced correctly according to the manufacturer and pack 
size. They are not reimbursed to dispensing pharmacists and GPs at basic list price. 


2.2 In October 1999, the PPA issued a list of the drugs included in Category D for each month from March 
1998 to September 1999. This list was previously unavailable. 


2.3 The PCG has carried out an analysis of the cost of Category D drugs for the quarter from April to 
June 1999 compared to the same quarter in 1998. The analysis showed that the cost of category D drugs had 
increased by approximately 2 per cent during this period. 


2.4 If the increase were projected to the end of March 2000, it would amount to approximately £130,000 
out of a budget of £7.5 million. 


2.5 This increased cost was not accounted for by an increase in the number of prescriptions dispensed 
during the period. 


2.6 The analysis is preliminary and does not account for drugs that were not available as generics and were 
dispensed and reimbursed as brands. This particularly applies to prescriptions dispensed by dispensing 
doctors. 


2.7 The information available from the PPA fails to inform the PCG of the reasons for drugs being added 
to the Category D list. The analysis of the impact of Category D drugs cannot therefore take account of 
increased costs associated with new patient packs and general increases in the price of generic drugs unless 
the drugs were listed as category D. 


2.8 The PPA has indicated that the number of drugs listed in category D has risen from 138 in June 1999 
to 190 by September 1999. The late receipt of monthly prescribing figures and information from the PPA is 
delaying the ability of the PCG to quantify the extent of the problem and take appropriate action to address 
the escalating costs. 


3. RECOMMENDATIONS TO THE HEALTH COMMITTEE 


3.1 Health Authorities and Primary Care Groups should be given information on the timescale and 
anticipated impact of the supply problem for generic drugs. 


3.2 Additional funding should be made available to Health Authorities and Primary Care Groups to meet 
the current and anticipated costs of the generic drugs supply problem and the patient pack initiative. 


APPENDIX 11 
Memorandum by the NHS Confederation (GD 14) 


EXECUTIVE SUMMARY 


The NHS Confederation has prepared this paper for the select committee on availability of generic drugs 
to the NHS as evidence highlighting the impact of the current shortage of generic drugs on primary and 
secondary care sectors. 


The NHS Confederation is the membership body for NHS organisations, representing over 95 per cent of 
NHS Trusts, health authorities, health boards and health and social services boards, and including Primary 
Care Groups as affiliate members. 


The paper highlights five key areas of concern related to the current shortage of generic drugs: 
—  Availability—shortages of some generic drugs at dispensing pharmacies. 
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— Category D drugs—a rise in the number of products in this category, resulting in the dispensing of 
more expensive drugs than those prescribed. 


— Price increases—of certain key generic drugs. 
— Packaging changes—the shift from bulk to patient packs. 


— Budgetary impact—including delays in health authority (HA) and primary care group (PCG) 
receipt of prescribing analysis and costs (PACT) data from the Prescription Pricing Authority 
(PPA). 


The NHS Confederation is principally concerned with the impact of these shortages, and consequent price 
rises, on the development of PCGs. 


— that the remit of the Medicines Controls Agency (MCA) be extended to cover maintenance of 
supply to market. Such a remit might include the necessity for manufacturers to submit their plans 
on how to ensure supply in circumstances of major retooling, relocation, withdrawal from 
markets, etc; 


— lower the stock threshold for category D dispensing to less than four weeks; 


— a thorough investigation into pricing of generic drugs, including the role of wholesalers as well as 
manufacturers; 


— improvement in the dialogue between the industry and the Department of Health. This will allow the 
Department to seek reassurance or detailed plans on changes affecting supply to market; 


— discussion is also needed as to the availability to hosptials and pharmacies of bulk packs of 
commonly used drugs; 


— the NHS Confederation strongly believes that some mechanism for alleviating the impact of price 
rises on PCG budgets is needed. 


1. INTRODUCTION 


1.1 The NHS Confederation has prepared this evidence for the select committee on availability of generic 
drugs to the NHS. 


1.2 The NHS Confederation is the membership body for NHS organisations, representing over 95 per cent 
of NHS Trusts, health authorities, health boards and health and social services boards, and including Primary 
Care Groups as affiliate members. 


2. THE ISSUES 


2.1 The alarm was raised by the increasing number of drugs appearing in category D and the likely impact 
of this on drug budgets in primary care. As more information has come to light we can identify five issues. 
Despite strong overlap it is useful to separate these as an aid to understanding: 


(1) Availability—shortages of some generic drugs at dispensing pharmacies; 


(2) Category D drugs—a rise in the number of products in this category, resulting in the dispensing of 
more expensive drugs than those prescribed; 


(3) Price increases—of certain key generic drugs; 
(4) Packaging changes—the shift from bulk to patient packs; and 


(5) Budgetary impact—including delays in health authority (HA) and primary care group (PCG) receipt 
of prescribing analysis and costs (PACT) data from the Prescription Pricing Authority (PPA). 


2.2 This issue is affecting secondary and primary care in different ways. This paper looks separately at the 
effects in the two sectors. 


2.3 There is no evidence to date that patient safety has been compromised. However there is evidence to 
suggest that patients are being inconvenienced by the need to make more frequent trips to the pharmacy. Also, 
receipt by patients of unfamiliar brands or formulations of their medication may affect compliance. 
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3. PRIMARY CARE 


3.1 General practice accounts for approximately 80 per cent of NHS spending on medicines. 


Availability 


3.2 There is evidence to suggest that some pharmacies do not have sufficient stocks of generic drugs to 
cover the dispensing of three month prescriptions for those with limiting long term conditions. 


Category D drugs 


3.3. The NHS Confederation is particularly concerned to learn of the presence of drugs such as warfarin 
(stroke prevention) and cimetidine (ulcer) in category D. These are treatments of proven efficacy which have 
been available in generic form for a number of years. In the case of cimetidine the price difference between 
the generic and branded (Tagamet) product is three fold. 


3.4 The dispensing of alternative branded or higher price generic drugs in category D is believed to account 
for only about a quarter of the total overspend experienced by primary care budget holders. The balance of 
the overspend is as a result of price rises. 


Price increases 


3.5 An analysis of cost increases from one dispensing practice indicates a 150 per cent cost increase for 
seven commonly used generics.! These include frusemide (for symptoms of kidney disease) bendrofluazide 
(raised blood pressure). 


Packaging changes 


3.6 The requirement to move to patient packs is claimed by the generics industry as one of the primary 
causes of the initial shortage of generics?. 


Budgetary impact 


3.7 The estimates of the impact of the present situation on primary care prescribing budgets are 
remarkably consistent. Health authorities and PCGs across the UK estimate a 4-6 per cent overspend on their 
prescribing budgets. 


3.8 One Chief Executive with responsibility for two PCGs has forecast overspends of £300,000 on budgets 
of £5.6 and £6.3 million. 


3.9 Health authorities and PCGs are yet to see the impact of negotiated reductions in the price of branded 
products under the new Pharmaceutical Price Regulation Scheme (PPRS). This is likely to have a beneficial 
effect on prescribing budgets but this discount has only five months of the current financial year in which to 
make an impact. 


3.10 The net effect of generic price rises and PPRS discount effect is illustrated in the spreadsheet at 
Annex A. 


3.11 All prescribers and budget holders are experiencing considerable delays in receiving accurate 
information about the value of prescriptions dispensed. The PPA had already been experiencing pressure of 
workload prior to the emergence of the category D issue. The expansion in the number of prescriptions 
dispensed under Category D terms has exacerbated this situation. These prescriptions require written 
endorsement by pharmacists and take longer to process. 


3.12 At mid-October 1999 the time lag for receipt of accurate information from the PPA is about 11 weeks. 
There is no indication that this situation is easing. Indeed it is likely that the delay may lengthen as a result 
of forward prescribing to ensure patients have enough medicines to cover surgery closures over the 
millennium holiday period. 


3.13 The NHS Confederation is concerned that PCGs may be set prescribing budgets for 2000-01 based 
on information that is several months out of date. 


' Correspondence 7 October 1999 to the NHS Confederation from Mr Owen Richards, Chief Executive, Brentwood and 
Billericay & Wickford PCGs. 


2 Press release 19 July 1999 British Generic Manufacturers Association. 
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3.14 Summary. impact on primary care 


3.15 The main concern of The NHS Confederation is the effect of the overspend in combination with the 
delay in receiving accurate information on the value of medicines dispensed. 


3.16 PCGs and, from April 2000, primary care trusts (PCTs) have an extremely challenging task. Many 
of the key Government reforms depend on the success of these organisations. The impact of this unfortunate 
situation will be to damage the morale of these new, and in some cases, fragile organisations. For many 
participating General Practitioners (GPs) this is the first taste of large scale budget management. 


3.17 Itisasad irony that those GP practices which have been the most successful in managing their practice 
budgets by increasing the share of generic prescribing will be the hardest hit. 


3.18 The NHS Confederation is concerned over service development implications caused by the 
requirement:to meet the deficit in primary care prescribing budgets. 


4. SECONDARY CARE 


Availability 


4.1 There is at present no evidence of absolute shortages of any generic drug in hospital pharmacies. 
However, hospital pharmacies are experiencing shortages of bulk packs of commonly-used generic drugs with 
unfortunate consequences. 


4.2 Itis currently difficult to consistently source the same manufacturers’ packs. Nursing staff and patients 
are presented with changes in product presentation and appearance. This situation may affect compliance 
and may contribute to errors in drug administration. 


Category D drugs 


4.3 The NHS Confederation is particularly concerned to learn of the presence of drugs such as warfarin 
(stroke prevention) and cimetidine (ulcer) in category D. These are treatments of proven efficacy which have 
been available in generic form for a number of years. In the case of cimetidine the price difference between 
the generic and branded (Tagamet) product is three fold. 


4.4 The dispensing of alternative branded or higher price generic drugs in category D is believed to account 
for only about a quarter of the total overspend experienced by primary care budget holders. The balance of 
the overspend is as a result of price rises. 


Price increases 


4.5 Hospitals pharmacies by virtue of stronger buying power and manufacturers’ pricing policies pay 
substantially lower prices for all types of drugs. 


4.6 The discount negotiated under the new PPRS will have a more beneficial effect on hospitals due to the 
higher proportion of branded prescribing. 


4.7 The NHS Confederation is advised that price increases for hospital pharmacies are coming to light but 
that quantification of the effect on drug budgets is difficult at this stage. 


Packaging changes 


4.8 The introduction of patient packs and the reduced availability of bulk packs is causing a number of 
problems in hospitals. 


4.9 Bulk packs are used to prepare ward stock packs for quick and accurate dispensing to individual 
patients. The increased supply of patient packs is causing disruption to this supply system. 


4.10 The use of patient packs in many hospital drug administration systems is wasteful due to the difficulty 
of recycling part used packs, and the increase in patient packs also has implications for storage space in 
dispensaries and on wards. 
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Budgetary impact 


4.11 The NHS Confederation is advised that price increases for hospital pharmacies are coming to light 
but that quantification of the effect on drug budgets is difficult. 


5. POLICY RECOMMENDATIONS 
5.1 Availability 


Role of the Medicines Controls Agency 


5.2 It has been suggested by the pharmaceutical industry’ that one of the factors contributing to the 
shortage of generic drugs is the failure of a significant supplier to pass inspection by the Medicines Controls 
Agency (MCA). The NHS Confederation recognises the international reputation of the MCA in its role 
safeguarding the quality of medicines in the UK. We would in no way wish to see a dilution of its standards 
of inspection. Indeed the Committee may like to consider recommending that the remit of the MCA be 
extended to cover maintenance of supply to market. 


5.3 Such a remit might include the necessity for manufacturers to submit their plans on how to ensure 
supply in circumstances of manor retooling, relocation, withdrawal from markets, etc. This approach is likely 
to be preferable to an additional price control mechanism for generic drugs. 


Supply planning 


5.4 Prior to the advent of the present situation it would have been reasonable to assume that it is in the 
interests of individual manufacturers to ensure that there is no interruption in the supply of product to 
market. On the evidence of the current situation this assumption does not appear to hold, suggesting that the 
industry is unable to plan adequately for major change. 


5.5 There may be some merit in improving the dialogue between the industry and the Department of 
Health. Where changes in the supply conditions can be anticipated it may be appropriate for the Department 
to seek reassurance or even detailed plans on proposed action by individual companies. The planning for the 
Year 2000 by the Pharmaceutical Alliance might present a useful model here. 


Category D drugs 


5.6 The category D system appears to be working well in terms of its primary fuction, to ensure patients 
receive effective medicines in a timely fashion. 


5.7 At present pharmacists are able to dispense against this provision once stocks fall to four weeks. With 
modern supply chain systems it should be possible to obtain new supplies (current problems notwithstanding) 
within a much shorter time frame. Some consideration might be given to lowering this threshold. This would 
reduce the amount of expensive substitutions but care will be needed to ensure that there is no adverse impact 
on patient care. 


Price increases 


5.8 The NHS Confederation has not presented information on the causes of price rises as current evidence 
is at best circumstantial. The NHS Confederation would urge the Committee to consider a more thorough 
investigation into pricing of generic drugs, including the role of wholesalers as well as manufacturers. 


Packaging changes 


5.9 Discussion is also needed as to the availability to hospitals and pharmacies of bulk packs of commonly 
used drugs. There is evidence to suggest that patient packs have considerable cost and staffing implications 
in the hospital setting. 


Budgetary impact 


5.10 The NHS Confederation strongly believes that some mechanism for alleviating the impact of price 
rises on PCG budgets is needed. This is not to say that the overspend should be “written off’ with a one off 
cash allocation. This would send out the wrong signals to the generics manufacturing and supply industry. 


3 Press release 19 July 1999 British Generic Manufacturers Association. 
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Annex A 


THE NET EFFECT OF GENERIC DRUG PRICE RISES AND PHARMACEUTICAL PRICE 
REGULATION SCHEME (PPRS) DISCOUNT EFFECT 


IMPACT OF THE INCREASE IN GENERIC PRICES ON A TYPICAL PCG 


Typical PCG budget? 6,000,000 
Value of generic prescribing 1,020,000 
Projected overspend 300,000 
% increase in generic prices! 29.4 
Value of branded prescribing 4,980,000 
PPRS discount effect for 5 months? — 93,375 
Net effect on prescribing budget? 206,625 


% net effect 3.4 


NOTES 


1. Assumes entire overspend accounted for by generics. 
2. Includes factor for “routine” inflation. 
3. Positive value = overspend, negative value = underspend. 


APPENDIX 12 
Memorandum by Dr David Purdy Nene Valley NHS Primary Care Group (GD 15) 


LOCAL IMPACT OF INCREASES IN THE COST OF GENERIC DRUGS 


I am aware that parliamentary questions have been tabled in relation to current shortages in the supply of 
some commonly prescribed generic drugs, and that the Health Select Committee has launched an enquiry. I 
therefore thought that you would welcome some information related to the impact of this shortage locally, 
in terms of projected overspending against drug budgets in 1999-2000. 


The shortage of generic supply in the market has resulted in us experiencing significant price rises for a 
number of commonly prescribed drugs. For example, Frusemide, which is commonly used in the treatment 
of cardiac failure has risen in price by over 750 per cent since April. 


Some generic drugs are currently so scarce that even if a GP prescribes them, they cannot by obtained and 
therefore have to be dispensed by the pharmacist in branded form, thereby increasing overall prescribing 
costs. For example, metronidazole, commonly used to treat a variety of infections is currently unavailable 
and is therefore often dispensed as Flagyl, which is 759 per cent more expensive. 


What these shortages and cost increases mean locally is that this PCG is facing an overspend on its 
prescribing budget of, if current forecasts prove accurate, anything up to £137,000. Across 
Northamptonshire, the total overspend is projected to be around £1 million. This is despite quite strenuous 
efforts by GPs to increase the cost effectiveness of their prescribing, without which the overspend would be 
much higher. 


The situation is not helped by significant and increasing delays at the Prescription Pricing Authority in 
reporting expenditure to PCGs. The delay is such that we have only just received expenditure related to 
prescriptions written in July. 


The county’s financial recovery plan to save £5 million was undertaken before the problems with generics 
emerged. The generic shortage adds an additional £1 million of cost pressure to this figure, unless prices 
ultimately fall back to their previous level, if and when the supply problems are resolved. I am chairing a 
countywide Project Group looking at modernising prescribing practice in Northamptonshire, and although 
we are hopeful of making some significant cost savings from this work, these will be wiped out by the current 
level of overspending. 


This PCG, like others across the county, is doing a lot of good work to improve cost effectiveness and drive 
up quality in primary care through clinical governance. There is a real risk that if the generic problem is not 
resolved quickly, then the push to modernise the NHS in our area will be slowed down by both the loss of 
available revenue, and the loss of support and commitment from local professionals who will have seen their 
efforts come to nothing, as a result of something which is outside of GP, PCG, or Health Authority control. 
Essentially, the current year drug budgets are unmanageable and the emphasis is on damage limitation. 


I am aware that the Department of Health are looking in to the problem at national level. However, even 
if the situation were to be resolved today, there will be significant cost overruns in 1999-2000, that will need 
to be funded, both locally and across the country from 2000-2001 budgets, because, as I understand, no new 
money is likely to be forthcoming in this financial year. 
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I hope that this letter provides you with useful background to the problems we currently face. Please do 
not hesitate to contact me, if you would like any additional information related to this issue. 


4 November 1999 
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